
Anhang 4-G: Ergänzende Daten zu den in Abschnitt 4.3.1.3 gezeigten Ergebnissen für 

die Studie RATIONALE 303 

Datenschnitt 10.08.2020 – Interimsanalyse Seite 

Baselinecharakteristika und Patientendisposition 1 

Gesamtüberleben (OS) 111 

Hauptanalysen 111 

Subgruppenanalysen 114 

Progressionsfreies Überleben (PFS) 120 

Hauptanalysen 120 

Subgruppenanalysen 123 

Objektive Ansprechrate (ORR) 134 

Hauptanalysen 134 

Subgruppenanalysen 135 

Rücklaufquoten EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS 142 

EORTC QLQ-C30 190 

Hauptanalysen 190 

Subgruppenanalysen 597 

EORTC QLQ-LC13 708 

Hauptanalysen 708 

Subgruppenanalysen 980 

EQ-5D-VAS 1055 

Hauptanalysen 1055 

Subgruppenanalysen 1076 

Folgetherapien und Extent of Exposure 1084 

Folgetherapien 1084 – 1087 

Extent of Exposure 1088 – 1091 

Analyse der Folgetherapien 1835 – 1836 

Unerwünschte Ereignisse – Gesamtraten 1092 

Hauptanalysen 1092 

Subgruppenanalysen 1097 

Unerwünschte Ereignisse nach SOC und PT 1134 

Hauptanalysen 
1134 – 1148 

1152 – 1236 

Subgruppenanalysen 1237 – 1800 

Therapieabbruch aufgrund von UE nach SOC und PT 1149 – 1151 

Unerwünschte Ereignisse von besonderem Interesse 1801 

Hauptanalysen 1801 

Subgruppenanalysen 1806 



Datenschnitt 15.07.2021 – Finale Analyse Seite 

Baselinecharakteristika und Patientendisposition 1837 

Gesamtüberleben (OS) 1964 

Hauptanalysen 1964 

Subgruppenanalysen 1967 

Progressionsfreies Überleben (PFS) 1973 

Hauptanalysen 1973 

Subgruppenanalysen 1976 

Objektive Ansprechrate (ORR) 1985 

Hauptanalysen 1985 

Subgruppenanalysen 1986 

Rücklaufquoten EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS 1993 

EORTC QLQ-C30 2056 

Hauptanalysen 2056 

Subgruppenanalysen 2583 

EORTC QLQ-LC13 2693 

Hauptanalysen 2693 

Subgruppenanalysen 3045 

EQ-5D-VAS 3120 

Hauptanalysen 3120 

Subgruppenanalysen 3148 

Folgetherapien und Extent of Exposure 3156 

Folgetherapien 3156 – 3159 

Extent of Exposure 3160 – 3163 

Analyse der Folgetherapien 3924 – 3925 

Unerwünschte Ereignisse – Gesamtraten 3164
Hauptanalysen 3164
Subgruppenanalysen 3169 

Unerwünschte Ereignisse nach SOC und PT 3208 

Hauptanalysen 
3208 – 3223 

3227 – 3314 

Subgruppenanalysen 3315 – 3889 

Therapieabbruch aufgrund von UE nach SOC und PT 3224 – 3226 

Unerwünschte Ereignisse von besonderem Interesse 3890 

Hauptanalysen 3890 

Subgruppenanalysen 3895 



Datenschnitt 18.01.2024 – Studienabschluss Seite 

Baselinecharakteristika und Patientendisposition 3926 

Gesamtüberleben (OS) 4055 

Hauptanalysen 4055 

Subgruppenanalysen 4058 

Progressionsfreies Überleben (PFS) 4064 

Hauptanalysen 4064 

Subgruppenanalysen 4067 

Objektive Ansprechrate (ORR) 4076 

Hauptanalysen 4076 

Subgruppenanalysen 4077 

Rücklaufquoten EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS 4084 

EORTC QLQ-C30 4174 

Hauptanalysen 4174 

Subgruppenanalysen 4896 

EORTC QLQ-LC13 5005 

Hauptanalysen 5005 

Subgruppenanalysen 5487 

EQ-5D-VAS 5562 

Hauptanalysen 5562 

Subgruppenanalysen 5605 

Folgetherapien und Extent of Exposure 5613 

Folgetherapien 5613 – 5616 

Extent of Exposure 5617 – 5620 

Analyse der Folgetherapien 6417 – 6418 

Unerwünschte Ereignisse – Gesamtraten 5621 

Hauptanalysen 5621 

Subgruppenanalysen 5626 

Unerwünschte Ereignisse nach SOC und PT 5665 

Hauptanalysen 
5665 – 5680 

5684 – 5773 

Subgruppenanalysen 5774 – 6349
Therapieabbruch aufgrund von UE nach SOC und PT 5681 – 5683 

Unerwünschte Ereignisse von besonderem Interesse 6350 

Hauptanalysen 6350 

Subgruppenanalysen 6360 
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Table 14.1.1.2: 

Patient Disposition and Reasons for Discontinuation 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Number of Patients Randomized 214 (100.0) 103 (100.0) 317 (100.0) 

Patients Randomized, but not Treated 1 (0.5) 5 (4.9) 6 (1.9) 

Number of Patients Treated 213 (99.5) 98 (95.1) 311 (98.1) 

Data Source: ADSL. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Study follow-up time is defined as the time from the randomization date to date of death or end of study date (whichever occurs first) for patient discontinued from the study or 

the database cutoff date for ongoing patients. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-ds.sas  27AUG2024 04:37  t-14-01-01-02-ds-ia.rtf 
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Table 14.1.1.2: 

Patient Disposition and Reasons for Discontinuation 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Number of Patients Discontinued from Treatment 174 (81.3) 91 (88.3) 265 (83.6) 

Primary Reason for Treatment Discontinuation    

Radiographic Progressive Disease 95 (44.4) 61 (59.2) 156 (49.2) 

Loss of Clinical Benefit 36 (16.8) 0 (0.0) 36 (11.4) 

Adverse Event 21 (9.8) 13 (12.6) 34 (10.7) 

Withdraw by Subject 7 (3.3) 12 (11.7) 19 (6.0) 

Clinical Progressive Disease 11 (5.1) 3 (2.9) 14 (4.4) 

Physician Decision 3 (1.4) 2 (1.9) 5 (1.6) 

Other 1 (0.5) 0 (0.0) 1 (0.3) 

Number of Patients Remained on Treatment 39 (18.2) 7 (6.8) 46 (14.5) 

 

Data Source: ADSL. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Study follow-up time is defined as the time from the randomization date to date of death or end of study date (whichever occurs first) for patient discontinued from the study or 

the database cutoff date for ongoing patients. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-ds.sas  27AUG2024 04:37  t-14-01-01-02-ds-ia.rtf 
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Table 14.1.1.2: 

Patient Disposition and Reasons for Discontinuation 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Number of Patients Discontinued from Study 121 (56.5) 70 (68.0) 191 (60.3) 

Primary Reason for Study Discontinuation    

Death 114 (53.3) 63 (61.2) 177 (55.8) 

Withdrawal by Subject 2 (0.9) 6 (5.8) 8 (2.5) 

Lost to Follow-Up 4 (1.9) 1 (1.0) 5 (1.6) 

Other 1 (0.5) 0 (0.0) 1 (0.3) 

Number of Patients Remained on Study 93 (43.5) 33 (32.0) 126 (39.7) 

 

Study Follow-up Time (month) a    

n 214 103 317 

Mean (SD) 12.914 (7.5436) 11.073 (7.5287) 12.316 (7.5762) 

Median 12.172 9.462 11.466 

Q1, Q3 6.801, 18.300 5.355, 15.474 6.078, 17.610 

Min, Max 0.33, 32.16 0.07, 30.78 0.07, 32.16 

 

Data Source: ADSL. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Study follow-up time is defined as the time from the randomization date to date of death or end of study date (whichever occurs first) for patient discontinued from the study or 

the database cutoff date for ongoing patients. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-ds.sas  27AUG2024 04:37  t-14-01-01-02-ds-ia.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Age (years)    

n 214 103 317 

Mean (SD) 60.5 (8.56) 60.7 (9.19) 60.6 (8.76) 

Median 61.0 62.0 61.0 

Q1, Q3 55.0, 66.0 56.0, 67.0 55.0, 66.0 

Min, Max 38, 88 39, 80 38, 88 

 

Age Group, n (%)    

< 65 years 143 (66.8) 66 (64.1) 209 (65.9) 

≥ 65 - < 75 years 62 (29.0) 31 (30.1) 93 (29.3) 

≥ 75 - < 85 years 8 (3.7) 6 (5.8) 14 (4.4) 

≥ 85 years 1 (0.5) 0 (0.0) 1 (0.3) 

 

Sex, n (%)    

Male 166 (77.6) 76 (73.8) 242 (76.3) 

Female 48 (22.4) 27 (26.2) 75 (23.7) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  27AUG2024 04:36  t-14-01-02-01-demo-ia.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

Tislelizumab 

(N=214) 

n (%) 

Docetaxel 

(N=103) 

n (%) 

Total 

(N=317) 

n (%) 

Race, n (%) 

American Indian or Alaska Native 7 (3.3) 1 (1.0) 8 (2.5) 

Asian 168 (78.5) 88 (85.4) 256 (80.8) 

Black or African American 0 (0.0) 1 (1.0) 1 (0.3) 

Native Hawaiian or Other Pacific Islander 0 (0.0) 0 (0.0) 0 (0.0) 

White 38 (17.8) 13 (12.6) 51 (16.1) 

Other 1 (0.5) 0 (0.0) 1 (0.3) 

Ethnicity, n (%) 

Hispanic NA NA NA 

Non-Hispanic NA NA NA 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  27AUG2024 04:36  t-14-01-02-01-demo-ia.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Country, n (%)    

Brazil 4 (1.9) 1 (1.0) 5 (1.6) 

Bulgaria 1 (0.5) 0 (0.0) 1 (0.3) 

China 167 (78.0) 88 (85.4) 255 (80.4) 

Lithuania 3 (1.4) 0 (0.0) 3 (0.9) 

Mexico 7 (3.3) 1 (1.0) 8 (2.5) 

New Zealand 4 (1.9) 0 (0.0) 4 (1.3) 

Poland 0 (0.0) 2 (1.9) 2 (0.6) 

Russia 20 (9.3) 6 (5.8) 26 (8.2) 

Slovakia 0 (0.0) 1 (1.0) 1 (0.3) 

Turkey 8 (3.7) 4 (3.9) 12 (3.8) 

 

Region, n (%)    

China 167 (78.0) 88 (85.4) 255 (80.4) 

ROW 47 (22.0) 15 (14.6) 62 (19.6) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  27AUG2024 04:36  t-14-01-02-01-demo-ia.rtf 

6



Protocol BGB-A317-303 Page 4 of 10 
 

Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Weight (kg)    

n 214 103 317 

Mean (SD) 67.90 (12.089) 67.63 (13.237) 67.81 (12.453) 

Median 67.00 66.50 67.00 

Q1, Q3 60.00, 75.00 59.00, 75.00 59.60, 75.00 

Min, Max 35.0, 110.0 40.0, 107.0 35.0, 110.0 

 

BMI (kg/m^2)    

n 214 103 317 

Mean (SD) 24.16 (3.609) 24.59 (4.305) 24.30 (3.847) 

Median 23.85 23.88 23.88 

Q1, Q3 21.71, 26.64 21.55, 26.93 21.67, 26.78 

Min, Max 15.1, 38.5 16.9, 38.3 15.1, 38.5 

 

ECOG Performance Status, n (%)    

0 50 (23.4) 19 (18.4) 69 (21.8) 

1 164 (76.6) 84 (81.6) 248 (78.2) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  27AUG2024 04:36  t-14-01-02-01-demo-ia.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Smoking Status, n (%)    

Never 60 (28.0) 37 (35.9) 97 (30.6) 

Current 18 (8.4) 5 (4.9) 23 (7.3) 

Former 136 (63.6) 61 (59.2) 197 (62.1) 

 

PD-L1 Expression, n (%)    

≥ 1% 0 (0.0) 0 (0.0) 0 (0.0) 

< 1% 214 (100.0) 103 (100.0) 317 (100.0) 

 

Histology, n (%)    

Squamous 89 (41.6) 41 (39.8) 130 (41.0) 

Non-Squamous 125 (58.4) 62 (60.2) 187 (59.0) 

 

EGFR Mutation, n (%)    

Wild Type 143 (66.8) 73 (70.9) 216 (68.1) 

Mutant 0 (0.0) 0 (0.0) 0 (0.0) 

Unknown 71 (33.2) 30 (29.1) 101 (31.9) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  27AUG2024 04:36  t-14-01-02-01-demo-ia.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

ALK Rearrangement, n (%)    

Wild Type 108 (50.5) 48 (46.6) 156 (49.2) 

Translocated 0 (0.0) 0 (0.0) 0 (0.0) 

Unknown 106 (49.5) 55 (53.4) 161 (50.8) 

 

Line of Therapy, n (%)    

Second 180 (84.1) 88 (85.4) 268 (84.5) 

Third 34 (15.9) 15 (14.6) 49 (15.5) 

 

Disease Stage at Study Entry a, n (%)    

Locally Advanced 32 (15.0) 8 (7.8) 40 (12.6) 

Metastatic 182 (85.0) 95 (92.2) 277 (87.4) 

 

Brain Metastasis, n (%)    

Yes 13 (6.1) 9 (8.7) 22 (6.9) 

No 201 (93.9) 94 (91.3) 295 (93.1) 

 

Liver Metastasis, n (%)    

Yes 27 (12.6) 16 (15.5) 43 (13.6) 

No 187 (87.4) 87 (84.5) 274 (86.4) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  27AUG2024 04:36  t-14-01-02-01-demo-ia.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Baseline Target Lesions Sum of Diameters by 

Investigator (mm) 

   

n 202 100 302 

Mean (SD) 68.36 (40.944) 68.41 (41.316) 68.37 (40.999) 

Median 58.00 58.70 58.00 

Q1, Q3 40.00, 91.00 36.65, 89.00 38.00, 91.00 

Min, Max 10.0, 210.0 13.0, 198.0 10.0, 210.0 

 

Time from Initial Diagnosis to Study Entry a (Year)    

n 214 103 317 

Mean (SD) 1.274 (1.2236) 1.256 (1.0166) 1.268 (1.1588) 

Median 0.923 0.914 0.923 

Q1, Q3 0.600, 1.426 0.663, 1.437 0.621, 1.426 

Min, Max 0.20, 9.64 0.17, 5.77 0.17, 9.64 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  27AUG2024 04:36  t-14-01-02-01-demo-ia.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Time from Advanced/Metastatic Disease Diagnosis 

to Study Entry a (Month) 

   

n 214 103 317 

Mean (SD) 11.98 (8.348) 11.67 (10.094) 11.88 (8.938) 

Median 10.40 9.43 9.99 

Q1, Q3 6.41, 15.28 6.34, 14.29 6.37, 14.92 

Min, Max 0.6, 53.5 0.4, 69.1 0.4, 69.1 

 

Tumor Stage T, n (%)    

Tx 17 (7.9) 6 (5.8) 23 (7.3) 

T0 7 (3.3) 4 (3.9) 11 (3.5) 

Tis 0 (0.0) 0 (0.0) 0 (0.0) 

T1 21 (9.8) 5 (4.9) 26 (8.2) 

T2 39 (18.2) 19 (18.4) 58 (18.3) 

T3 40 (18.7) 19 (18.4) 59 (18.6) 

T4 90 (42.1) 50 (48.5) 140 (44.2) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  27AUG2024 04:36  t-14-01-02-01-demo-ia.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Tumor Stage N, n (%)    

NX 16 (7.5) 4 (3.9) 20 (6.3) 

N0 23 (10.7) 16 (15.5) 39 (12.3) 

N1 9 (4.2) 11 (10.7) 20 (6.3) 

N2 91 (42.5) 37 (35.9) 128 (40.4) 

N3 75 (35.0) 35 (34.0) 110 (34.7) 

 

Tumor Stage M, n (%)    

M0 32 (15.0) 8 (7.8) 40 (12.6) 

M1 182 (85.0) 95 (92.2) 277 (87.4) 

MX 0 (0.0) 0 (0.0) 0 (0.0) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  27AUG2024 04:36  t-14-01-02-01-demo-ia.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Location of Distant Metastases, n (%) b    

Adrenal Glands 22 (10.3) 14 (13.6) 36 (11.4) 

Bone 75 (35.0) 29 (28.2) 104 (32.8) 

Brain 13 (6.1) 9 (8.7) 22 (6.9) 

Kidney 3 (1.4) 3 (2.9) 6 (1.9) 

Liver 27 (12.6) 16 (15.5) 43 (13.6) 

Lung 82 (38.3) 48 (46.6) 130 (41.0) 

Lymph Nodes 25 (11.7) 10 (9.7) 35 (11.0) 

Pleura/Pleural Effusion 70 (32.7) 40 (38.8) 110 (34.7) 

Pericardium/Pericardial Effusion 6 (2.8) 4 (3.9) 10 (3.2) 

Other 23 (10.7) 10 (9.7) 33 (10.4) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  27AUG2024 04:36  t-14-01-02-01-demo-ia.rtf 
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Table 14.1.2.3: 

Prior Anti-Cancer Systemic Therapy 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Patients with any Prior Anticancer Systemic Therapy, n (%) 214 (100.0) 103 (100.0) 317 (100.0) 

 

Time from End of Last Therapy to Study Entry a (month)    

n 214 103 317 

Mean (SD) 4.67 (4.756) 4.27 (3.838) 4.54 (4.476) 

Median 2.69 2.86 2.76 

Q1, Q3 1.68, 5.88 1.74, 5.03 1.74, 5.49 

Min, Max 0.6, 27.3 0.9, 19.9 0.6, 27.3 

 

Type of Prior Therapy, n (%) b    

Chemotherapy 214 (100.0) 103 (100.0) 317 (100.0) 

Protein Kinase Inhibitors 3 (1.4) 3 (2.9) 6 (1.9) 

Immunotherapy 0 (0.0) 0 (0.0) 0 (0.0) 

Other 59 (27.6) 22 (21.4) 81 (25.6) 

 

Setting of Prior Therapy, n (%) b    

Metastatic 144 (67.3) 72 (69.9) 216 (68.1) 

Locally Advanced 67 (31.3) 25 (24.3) 92 (29.0) 

Neoadjuvant 4 (1.9) 3 (2.9) 7 (2.2) 

Adjuvant 20 (9.3) 22 (21.4) 42 (13.2) 

 

Data Source: ADSL ADCM ADBASE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

For patients with any prior anticancer therapy, percentages were based on N; for others, percentages were based on the number of patients with any prior anticancer therapy. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-pr-drug.sas  27AUG2024 04:59  t-14-01-02-03-pr-drug-ia.rtf 
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Table 14.1.2.4: 

Prior Anti-Cancer Surgeries 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Patients with any Prior Anticancer Surgeries, n (%) 47 (22.0) 30 (29.1) 77 (24.3) 

 

Intention of Surgery, n (%) a    

Curative 37 (78.7) 26 (86.7) 63 (81.8) 

Palliative 11 (23.4) 6 (20.0) 17 (22.1) 

Other 1 (2.1) 0 (0.0) 1 (1.3) 

 

Time from Last Surgery to Study Entry b (month)    

n 47 30 77 

Mean (SD) 24.63 (22.123) 19.09 (14.489) 22.47 (19.589) 

Median 17.28 14.06 16.03 

Q1, Q3 8.97, 27.86 10.45, 25.30 9.63, 26.58 

Min, Max 3.2, 116.1 1.4, 69.3 1.4, 116.1 

 

Data Source: ADSL ADPR ADBASE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

For patients with any prior anticancer surgeries, percentages were based on N; for others, percentages were based on the number of patients with any prior anticancer surgeries. 
a A patient was counted only once within each category, but may be counted in multiple categories. 
b Study Entry date referred to randomization date in this study. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-pr-sg.sas  27AUG2024 04:59  t-14-01-02-04-pr-sg-ia.rtf 
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Table 14.1.2.5: 

Prior Anti-Cancer Radiotherapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Patients with any Prior Anticancer Radiotherapy, n (%) 70 (32.7) 33 (32.0) 103 (32.5) 

 

Intent of Therapy, n (%) a    

Radical 26 (37.1) 9 (27.3) 35 (34.0) 

Neoadjuvant 0 (0.0) 0 (0.0) 0 (0.0) 

Adjuvant 2 (2.9) 3 (9.1) 5 (4.9) 

Palliative 43 (61.4) 22 (66.7) 65 (63.1) 

Missing 1 (1.4) 1 (3.0) 2 (1.9) 

 

Time from End of Last Radiotherapy to Study Entry b (month)    

n 70 33 103 

Mean (SD) 7.72 (6.771) 9.43 (10.592) 8.26 (8.176) 

Median 6.23 6.87 6.28 

Q1, Q3 2.17, 9.92 1.58, 12.85 2.04, 12.25 

Min, Max 0.0, 33.8 0.0, 41.2 0.0, 41.2 

 

Data Source: ADSL ADPR ADBASE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

For patients with any prior anticancer radiotherapy, percentages were based on N; for others, percentages were based on the number of patients with any prior anticancer 

radiotherapy. 
a A patient was counted only once within each category, but may be counted in multiple categories. 
b Study Entry date referred to randomization date in this study. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-pr-rdthrp.sas  27AUG2024 04:59  t-14-01-02-05-pr-rdthrp-ia.rtf 
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Table 14.1.2.6.1: 

Summary of Follow-up Time by Efficacy-related Endpoint 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Endpoint (Months) 

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Total 

(N = 317) 

Overall Survival a    

n 214 103 317 

Mean (SD) 12.76 (7.493) 10.98 (7.516) 12.18 (7.535) 

Median 12.17 9.46 11.47 

Q1, Q3 6.80, 17.91 5.36, 15.47 6.08, 17.18 

Min, Max 0.3, 32.2 0.1, 30.6 0.1, 32.2 

 

Progression-Free Survival b    

n 214 103 317 

Mean (SD) 5.21 (5.485) 3.66 (3.902) 4.70 (5.071) 

Median 2.23 2.14 2.20 

Q1, Q3 1.97, 7.92 1.48, 4.21 1.94, 6.28 

Min, Max 0.0, 29.7 0.0, 23.5 0.0, 29.7 

 

Data Source: ADSL, ADQS, ADEFPRE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Time from randomization to death or censoring date. 
b Time from randomization to the last progression-free survival event or censoring date. 
c Time from randomization to the last tumor assessment by investigator per RECIST 1.1. For patients without post-baseline tumor assessment, their last tumor assessment is 

considered as on date of randomization. Post-baseline tumor assessments after the initiation of new anti-cancer therapy were not considered. 
d Time from randomization to the last adequate PRO assessment. For patients without baseline or post-baseline PRO assessment, their last PRO assessment is considered as on date 

of randomization. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-sum-eff.sas  27AUG2024 04:59  t-14-01-02-06-01-sum-eff-ia.rtf 
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Table 14.1.2.6.1: 

Summary of Follow-up Time by Efficacy-related Endpoint 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Endpoint (Months) 

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Total 

(N = 317) 

Investigator Tumor Assessment c    

n 214 103 317 

Mean (SD) 6.28 (6.513) 3.36 (3.912) 5.33 (5.951) 

Median 3.99 2.10 2.92 

Q1, Q3 2.04, 8.31 1.18, 4.21 1.94, 7.43 

Min, Max 0.0, 29.7 0.0, 23.5 0.0, 29.7 

 

EORTC-QLQ-C30 d    

n 214 103 317 

Mean (SD) 6.51 (6.811) 3.57 (4.199) 5.56 (6.235) 

Median 3.68 2.10 3.06 

Q1, Q3 1.87, 8.54 0.82, 4.21 1.45, 7.75 

Min, Max 0.0, 32.0 0.0, 23.9 0.0, 32.0 

 

Data Source: ADSL, ADQS, ADEFPRE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Time from randomization to death or censoring date. 
b Time from randomization to the last progression-free survival event or censoring date. 
c Time from randomization to the last tumor assessment by investigator per RECIST 1.1. For patients without post-baseline tumor assessment, their last tumor assessment is 

considered as on date of randomization. Post-baseline tumor assessments after the initiation of new anti-cancer therapy were not considered. 
d Time from randomization to the last adequate PRO assessment. For patients without baseline or post-baseline PRO assessment, their last PRO assessment is considered as on date 

of randomization. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-sum-eff.sas  27AUG2024 04:59  t-14-01-02-06-01-sum-eff-ia.rtf 
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Table 14.1.2.6.1: 

Summary of Follow-up Time by Efficacy-related Endpoint 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Endpoint (Months) 

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Total 

(N = 317) 

EORTC-QLQ-LC13 d    

n 214 103 317 

Mean (SD) 6.51 (6.811) 3.57 (4.199) 5.56 (6.235) 

Median 3.68 2.10 3.06 

Q1, Q3 1.87, 8.54 0.82, 4.21 1.45, 7.75 

Min, Max 0.0, 32.0 0.0, 23.9 0.0, 32.0 

 

EQ-5D-VAS d    

n 214 103 317 

Mean (SD) 4.82 (5.611) 2.53 (3.728) 4.08 (5.183) 

Median 2.33 1.35 2.10 

Q1, Q3 0.03, 7.66 0.03, 3.29 0.03, 5.65 

Min, Max 0.0, 22.5 0.0, 20.1 0.0, 22.5 

 

Data Source: ADSL, ADQS, ADEFPRE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Time from randomization to death or censoring date. 
b Time from randomization to the last progression-free survival event or censoring date. 
c Time from randomization to the last tumor assessment by investigator per RECIST 1.1. For patients without post-baseline tumor assessment, their last tumor assessment is 

considered as on date of randomization. Post-baseline tumor assessments after the initiation of new anti-cancer therapy were not considered. 
d Time from randomization to the last adequate PRO assessment. For patients without baseline or post-baseline PRO assessment, their last PRO assessment is considered as on date 

of randomization. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-sum-eff.sas  27AUG2024 04:59  t-14-01-02-06-01-sum-eff-ia.rtf 
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Table 14.1.2.6.2: 

Summary of Follow-up Time by Safety-related Endpoint 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Endpoint (Months) 

Tislelizumab  

(N = 213) 

Docetaxel  

(N = 98) 

Total 

(N = 311) 

Safety for TEAEs except imAEs a    

n 213 98 311 

Mean (SD) 6.89 (6.708) 4.10 (4.175) 6.01 (6.157) 

Median 4.24 2.43 3.48 

Q1, Q3 2.27, 9.20 1.71, 4.50 2.14, 8.34 

Min, Max 0.3, 32.2 0.4, 24.3 0.3, 32.2 

 

Safety for imAEs b    

n 213 98 311 

Mean (SD) 8.29 (6.340) 5.74 (3.985) 7.49 (5.819) 

Median 6.37 4.39 5.29 

Q1, Q3 4.30, 10.48 3.65, 6.51 3.71, 9.63 

Min, Max 0.3, 32.2 0.4, 24.3 0.3, 32.2 

 

Data Source: ADSL, ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: TEAE, treatment-emergent adverse event; imAE, immune-mediated adverse event. 
a The time from the first dose date to the earliest date among date of death, study discontinuation date, cut-off date, last date of study treatment + 30 days, and the date of the 

initiation of new anticancer therapy. 
b The time from the first dose date to the earliest date among date of death, study discontinuation date, cut-off date, last date of study treatment + 90 days. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-sum-saf.sas  27AUG2024 04:59  t-14-01-02-06-02-sum-saf-ia.rtf 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

Patients Who Received any Prior Medication 59 (27.7) 41 (41.8) 

 

BISPHOSPHONATES 12 (5.6) 7 (7.1) 

ZOLEDRONIC ACID 9 (4.2) 5 (5.1) 

IBANDRONATE SODIUM 2 (0.9) 0 (0.0) 

PAMIDRONATE DISODIUM 1 (0.5) 2 (2.0) 

 

NATURAL OPIUM ALKALOIDS 9 (4.2) 3 (3.1) 

OXYCODONE HYDROCHLORIDE 9 (4.2) 1 (1.0) 

MORPHINE HYDROCHLORIDE 1 (0.5) 1 (1.0) 

MORPHINE SULFATE 1 (0.5) 1 (1.0) 

OXYCODONE 0 (0.0) 1 (1.0) 

 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE 9 (4.2) 12 (12.2) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE 3 (1.4) 1 (1.0) 

ANGELICA SINENSIS ROOT;ASINI CORII COLLA;ASTRAGALUS MONGHOLICUS 

ROOT;EPIMEDIUM BREVICORNU HERB;LESPEDEZA BUERGERI;SOPHORA FLAVESCENS 

ROOT;ZIZIPHUS JUJUBA FRUIT 

1 (0.5) 0 (0.0) 

ANIMAL HORN NOS;BEAR BILE;FORSYTHIA SUSPENSA FRUIT;LONICERA JAPONICA 

FLOWER;SCUTELLARIA BAICALENSIS ROOT 

1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  27AUG2024 04:58  t-14-01-02-09-med-pri-ia.rtf 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ARCTIUM LAPPA FRUIT;CICADA SLOUGH;EPHEDRA SPP. HERB;ERIOBOTRYA JAPONICA 

LEAF;PERILLA FRUTESCENS FRUIT;PERILLA FRUTESCENS LEAF;PEUCEDANUM 

PRAERUPTORUM ROOT;PHERETIMA SPP.;SCHISANDRA CHINENSIS FRUIT 

1 (0.5) 1 (1.0) 

ATRACTYLODES MACROCEPHALA, RHIZOMA;DEER VELVET;DIOSCOREA OPPOSITIFOLIA 

RHIZOME;LABLAB PURPUREUS SEED;MORUS ALBA TWIG;ORYZA SATIVA 

FRUIT;PHELLODENDRON CHINENSE BARK;PLACENTA 

1 (0.5) 0 (0.0) 

BIDENS BITERNATA;CAFFEINE;CHLORPHENAMINE MALEATE;CHRYSANTHEMUM 

INDICUM FLOWER;ILEX ASPRELLA ROOT;MELICOPE PTELEIFOLIA;MENTHA CANADENSIS 

OIL;PARACETAMOL 

1 (0.5) 0 (0.0) 

BORNEOL;CALCIUM SULFATE;COW BEZOAR;GLYCYRRHIZA SPP.;PLATYCODON 

GRANDIFLORUS;REALGAR;RHEUM SPP.;SCUTELLARIA BAICALENSIS 

1 (0.5) 0 (0.0) 

SMILAX GLABRA RHIZOME;SOPHORA FLAVESCENS ROOT 1 (0.5) 1 (1.0) 

TRAMETES ROBINIOPHILA 1 (0.5) 0 (0.0) 

ACONITUM KUSNEZOFFII ROOT;HERBAL NOS 0 (0.0) 1 (1.0) 

AMBER (FOSSILIZED TREE RESIN);CODONOPSIS PILOSULA ROOT;NARDOSTACHYS 

JATAMANSI ROOT WITH RHIZOME;PANAX NOTOGINSENG ROOT;POLYGONATUM 

SIBIRICUM ROOT 

0 (0.0) 1 (1.0) 

ASTRAGALUS MONGHOLICUS ROOT;CIBOTIUM BAROMETZ RHIZOME;ECLIPTA 

PROSTRATA HERB;FALLOPIA MULTIFLORA ROOT TUBER;LIGUSTRUM LUCIDUM 

FRUIT;MORUS ALBA FRUIT;PAEONIA LACTIFLORA ROOT 

0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  27AUG2024 04:58  t-14-01-02-09-med-pri-ia.rtf 

22



Protocol BGB-A317-303 Page 3 of 22 
 

Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ASTRAGALUS MONGHOLICUS ROOT;CODONOPSIS PILOSULA ROOT 0 (0.0) 2 (2.0) 

BLUMEA BALSAMIFERA HERB OIL;BORNEOL;MENTHA CANADENSIS OIL;MENTHOL 0 (0.0) 1 (1.0) 

OPHIOPOGON JAPONICUS ROOT TUBER;PANAX GINSENG 0 (0.0) 1 (1.0) 

PANAX NOTOGINSENG ROOT TOTAL SAPONIN EXTRACT 0 (0.0) 1 (1.0) 

SANGUISORBA OFFICINALIS 0 (0.0) 2 (2.0) 

 

GLUCOCORTICOIDS 8 (3.8) 14 (14.3) 

DEXAMETHASONE SODIUM PHOSPHATE 4 (1.9) 5 (5.1) 

BUDESONIDE 2 (0.9) 1 (1.0) 

DEXAMETHASONE ACETATE 1 (0.5) 4 (4.1) 

METHYLPREDNISOLONE 1 (0.5) 0 (0.0) 

METHYLPREDNISOLONE SODIUM SUCCINATE 1 (0.5) 1 (1.0) 

DEXAMETHASONE 0 (0.0) 4 (4.1) 

HYDROCORTISONE SODIUM SUCCINATE 0 (0.0) 1 (1.0) 

PREDNISOLONE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  27AUG2024 04:58  t-14-01-02-09-med-pri-ia.rtf 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

MUCOLYTICS 8 (3.8) 6 (6.1) 

AMBROXOL HYDROCHLORIDE 5 (2.3) 2 (2.0) 

ACETYLCYSTEINE 1 (0.5) 1 (1.0) 

AMBROXOL 1 (0.5) 2 (2.0) 

BROMHEXINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CARBOCISTEINE 1 (0.5) 0 (0.0) 

CHYMOTRYPSIN 1 (0.5) 0 (0.0) 

ERDOSTEINE 0 (0.0) 1 (1.0) 

 

PROTON PUMP INHIBITORS 8 (3.8) 8 (8.2) 

LANSOPRAZOLE 3 (1.4) 2 (2.0) 

OMEPRAZOLE 2 (0.9) 1 (1.0) 

ILAPRAZOLE 1 (0.5) 0 (0.0) 

OMEPRAZOLE SODIUM 1 (0.5) 1 (1.0) 

PANTOPRAZOLE 1 (0.5) 3 (3.1) 

PANTOPRAZOLE SODIUM SESQUIHYDRATE 1 (0.5) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  27AUG2024 04:58  t-14-01-02-09-med-pri-ia.rtf 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

AMIDES 7 (3.3) 4 (4.1) 

LIDOCAINE HYDROCHLORIDE 5 (2.3) 0 (0.0) 

LIDOCAINE 2 (0.9) 3 (3.1) 

LIDOCAINE HYDROCHLORIDE;MENTHOL 0 (0.0) 1 (1.0) 

 

OTHER SYSTEMIC HEMOSTATICS 7 (3.3) 1 (1.0) 

HAEMOCOAGULASE 5 (2.3) 1 (1.0) 

ETAMSILATE 2 (0.9) 0 (0.0) 

CARBAZOCHROME SODIUM SULFONATE 1 (0.5) 0 (0.0) 

 

ANILIDES 4 (1.9) 1 (1.0) 

PARACETAMOL 2 (0.9) 1 (1.0) 

AMANTADINE HYDROCHLORIDE;CAFFEINE;CHLORPHENAMINE MALEATE;COW 

BEZOAR;PARACETAMOL 

1 (0.5) 0 (0.0) 

CAFFEINE;PARACETAMOL 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  27AUG2024 04:58  t-14-01-02-09-med-pri-ia.rtf 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

COMBINATIONS OF PENICILLINS, INCL. BETA-LACTAMASE INHIBITORS 4 (1.9) 0 (0.0) 

PIPERACILLIN SODIUM;TAZOBACTAM SODIUM 2 (0.9) 0 (0.0) 

AMOXICILLIN;CLAVULANATE POTASSIUM 1 (0.5) 0 (0.0) 

MEZLOCILLIN;SULBACTAM 1 (0.5) 0 (0.0) 

PIPERACILLIN SODIUM;TAZOBACTAM 1 (0.5) 0 (0.0) 

 

OSMOTICALLY ACTING LAXATIVES 4 (1.9) 0 (0.0) 

LACTULOSE 2 (0.9) 0 (0.0) 

MANNITOL 2 (0.9) 0 (0.0) 

 

OTHER OPIOIDS 4 (1.9) 1 (1.0) 

TRAMADOL HYDROCHLORIDE 4 (1.9) 1 (1.0) 

 

THIRD-GENERATION CEPHALOSPORINS 4 (1.9) 1 (1.0) 

CEFOPERAZONE SODIUM;SULBACTAM SODIUM 2 (0.9) 0 (0.0) 

CEFOPERAZONE SODIUM;TAZOBACTAM 1 (0.5) 0 (0.0) 

CEFTAZIDIME 1 (0.5) 0 (0.0) 

CEFOTAXIME 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  27AUG2024 04:58  t-14-01-02-09-med-pri-ia.rtf 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

XANTHINES 4 (1.9) 3 (3.1) 

DOXOFYLLINE 3 (1.4) 1 (1.0) 

AMINOPHYLLINE 2 (0.9) 1 (1.0) 

THEOPHYLLINE 1 (0.5) 1 (1.0) 

 

ACETIC ACID DERIVATIVES AND RELATED SUBSTANCES 3 (1.4) 0 (0.0) 

DICLOFENAC 1 (0.5) 0 (0.0) 

DICLOFENAC SODIUM 1 (0.5) 0 (0.0) 

INDOMETACIN 1 (0.5) 0 (0.0) 

 

AMINO ACIDS 3 (1.4) 2 (2.0) 

AMINOMETHYLBENZOIC ACID 2 (0.9) 0 (0.0) 

ALANYL GLUTAMINE 1 (0.5) 0 (0.0) 

SODIUM CHLORIDE;TRANEXAMIC ACID 0 (0.0) 1 (1.0) 

TRANEXAMIC ACID 0 (0.0) 1 (1.0) 

 

OPIUM DERIVATIVES AND EXPECTORANTS 3 (1.4) 0 (0.0) 

PAPAVER SOMNIFERUM POWDER;PLATYCODON GRANDIFLORUS;POTASSIUM SULFATE 2 (0.9) 0 (0.0) 

BROMPHENIRAMINE MALEATE;CODEINE PHOSPHATE;EPHEDRINE 

HYDROCHLORIDE;GUAIFENESIN 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER AMINOGLYCOSIDES 3 (1.4) 0 (0.0) 

AMIKACIN 1 (0.5) 0 (0.0) 

ETIMICIN SULFATE 1 (0.5) 0 (0.0) 

GENTAMICIN 1 (0.5) 0 (0.0) 

 

OTHER IMMUNOSTIMULANTS 3 (1.4) 5 (5.1) 

LENTINAN 1 (0.5) 0 (0.0) 

RIBONUCLEIC ACID 1 (0.5) 3 (3.1) 

UBENIMEX 1 (0.5) 0 (0.0) 

AMINO ACIDS NOS;NUCLEIC ACID NOS;POLYPEPTIDE 0 (0.0) 1 (1.0) 

LEUCOGEN 0 (0.0) 1 (1.0) 

THYMALFASIN 0 (0.0) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SOLUTIONS FOR PARENTERAL NUTRITION 3 (1.4) 2 (2.0) 

AMINO ACIDS NOS 2 (0.9) 1 (1.0) 

ALANINE;ARGININE HYDROCHLORIDE;ASPARTIC ACID;CYSTEINE 

HYDROCHLORIDE;GLUTAMIC ACID;GLYCINE;HISTIDINE 

HYDROCHLORIDE;ISOLEUCINE;LEUCINE;LYSINE 

HYDROCHLORIDE;METHIONINE;PHENYLALANINE;PROLINE;SERINE;THREONINE;TRYPTO

PHAN, L-;TYROSINE;VALINE;XYLITOL 

1 (0.5) 0 (0.0) 

GLYCEROL;GLYCINE MAX SEED OIL;LECITHIN;MEDIUM-CHAIN TRIGLYCERIDES 1 (0.5) 0 (0.0) 

GLUCOSE 0 (0.0) 1 (1.0) 

 

SOLUTIONS PRODUCING OSMOTIC DIURESIS 3 (1.4) 0 (0.0) 

MANNITOL 3 (1.4) 0 (0.0) 

 

BENZODIAZEPINE DERIVATIVES 2 (0.9) 2 (2.0) 

ALPRAZOLAM 1 (0.5) 0 (0.0) 

ESTAZOLAM 1 (0.5) 1 (1.0) 

MIDAZOLAM 0 (0.0) 1 (1.0) 

 

BIGUANIDES 2 (0.9) 0 (0.0) 

METFORMIN HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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29



Protocol BGB-A317-303 Page 10 of 22 
 

Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

CONTACT LAXATIVES 2 (0.9) 1 (1.0) 

SENNA ALEXANDRINA 1 (0.5) 0 (0.0) 

SENNA ALEXANDRINA LEAF EXTRACT 1 (0.5) 1 (1.0) 

 

COXIBS 2 (0.9) 0 (0.0) 

CELECOXIB 2 (0.9) 0 (0.0) 

 

DIAZEPINES, OXAZEPINES, THIAZEPINES AND OXEPINES 2 (0.9) 0 (0.0) 

OLANZAPINE 2 (0.9) 0 (0.0) 

 

FLUOROQUINOLONES 2 (0.9) 1 (1.0) 

LEVOFLOXACIN 1 (0.5) 0 (0.0) 

LEVOFLOXACIN LACTATE 1 (0.5) 0 (0.0) 

LEVOFLOXACIN HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

INSULINS AND ANALOGUES FOR INJECTION, FAST-ACTING 2 (0.9) 1 (1.0) 

INSULIN 1 (0.5) 1 (1.0) 

INSULIN HUMAN 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

LIVER THERAPY 2 (0.9) 2 (2.0) 

DIAMMONIUM GLYCYRRHIZINATE 1 (0.5) 1 (1.0) 

DIISOPROPYLAMINE DICHLOROACETATE 1 (0.5) 0 (0.0) 

GLYCYRRHIZIC ACID, AMMONIUM SALT 0 (0.0) 1 (1.0) 

MAGNESIUM ISOGLYCYRRHIZINATE 0 (0.0) 1 (1.0) 

POLYENE PHOSPHATIDYLCHOLINE 0 (0.0) 2 (2.0) 

 

LOCAL HEMOSTATICS 2 (0.9) 0 (0.0) 

EPINEPHRINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

OPIOIDS IN COMBINATION WITH NON-OPIOID ANALGESICS 2 (0.9) 2 (2.0) 

OXYCODONE;PARACETAMOL 1 (0.5) 0 (0.0) 

PARACETAMOL;TRAMADOL HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CODEINE PHOSPHATE;IBUPROFEN 0 (0.0) 1 (1.0) 

DIHYDROCODEINE BITARTRATE;PARACETAMOL 0 (0.0) 1 (1.0) 

 

OPIUM ALKALOIDS AND DERIVATIVES 2 (0.9) 1 (1.0) 

CODEINE 1 (0.5) 0 (0.0) 

CODEINE PHOSPHATE 1 (0.5) 0 (0.0) 

CODEINE;ETHYLMORPHINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER ANALGESICS AND ANTIPYRETICS 2 (0.9) 0 (0.0) 

GABAPENTIN 2 (0.9) 0 (0.0) 

 

OTHER ANTINEOPLASTIC AGENTS 2 (0.9) 0 (0.0) 

DISODIUM CANTHARIDINATE;PYRIDOXINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

OTHER CARDIAC PREPARATIONS 2 (0.9) 2 (2.0) 

PHOSPHOCREATINE SODIUM 2 (0.9) 1 (1.0) 

SODIUM CHLORIDE;UBIDECARENONE 1 (0.5) 1 (1.0) 

MEGLUMINE ADENOSINE CYCLOPHOSPHATE 0 (0.0) 1 (1.0) 

 

PROPULSIVES 2 (0.9) 2 (2.0) 

ITOPRIDE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

METOCLOPRAMIDE 1 (0.5) 1 (1.0) 

DOMPERIDONE 0 (0.0) 1 (1.0) 

METOCLOPRAMIDE DIHYDROCHLORIDE 0 (0.0) 2 (2.0) 

 

ALPHA GLUCOSIDASE INHIBITORS 1 (0.5) 0 (0.0) 

ACARBOSE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

AMINO ACIDS AND DERIVATIVES 1 (0.5) 0 (0.0) 

LEVOGLUTAMIDE 1 (0.5) 0 (0.0) 

 

AMINO ACIDS, INCL. COMBINATIONS WITH POLYPEPTIDES 1 (0.5) 0 (0.0) 

(RS)-3 METHYL-2-OXOVALERIANIC ACID CALCIUM;(RS)-3-METHYL-2-OXOBUTYRIC ACID 

CALCIUM;CALCIUM (RS)-4-METHYL-2-OXOVALERIANAT;CALCIUM 

2-OXO-3-PHENYLPROPIONAT;DESMENINOL CALCIUM;HISTIDINE;LYSINE 

ACETATE;THREONINE;TRYPTOPHAN, L-;TYROSINE 

1 (0.5) 0 (0.0) 

 

ANTIDOTES 1 (0.5) 0 (0.0) 

GLUTATHIONE 1 (0.5) 0 (0.0) 

 

ASCORBIC ACID (VITAMIN C), PLAIN 1 (0.5) 2 (2.0) 

ASCORBIC ACID 1 (0.5) 2 (2.0) 

 

BELLADONNA ALKALOIDS, TERTIARY AMINES 1 (0.5) 0 (0.0) 

ATROPINE SULFATE 1 (0.5) 0 (0.0) 

 

BETA-LACTAMASE RESISTANT PENICILLINS 1 (0.5) 0 (0.0) 

FLUCLOXACILLIN SODIUM 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

BILE AND LIVER THERAPY 1 (0.5) 0 (0.0) 

BICYCLOL 1 (0.5) 0 (0.0) 

 

CALCIUM, COMBINATIONS WITH VITAMIN D AND/OR OTHER DRUGS 1 (0.5) 0 (0.0) 

CALCIUM CARBONATE;COLECALCIFEROL 1 (0.5) 0 (0.0) 

 

COLONY STIMULATING FACTORS 1 (0.5) 0 (0.0) 

FILGRASTIM 1 (0.5) 0 (0.0) 

 

DIHYDROPYRIDINE DERIVATIVES 1 (0.5) 0 (0.0) 

NIFEDIPINE 1 (0.5) 0 (0.0) 

 

ENEMAS 1 (0.5) 1 (1.0) 

GLYCEROL 1 (0.5) 1 (1.0) 

 

EXPECTORANTS 1 (0.5) 1 (1.0) 

AMMONIUM CHLORIDE;PROMETHAZINE HYDROCHLORIDE;SULFOGAIACOL 1 (0.5) 0 (0.0) 

CINEOLE;DIPENTEN;PINENE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

FIRST-GENERATION CEPHALOSPORINS 1 (0.5) 0 (0.0) 

CEFAZOLIN SODIUM PENTAHYDRATE 1 (0.5) 0 (0.0) 

 

I.V. SOLUTION ADDITIVES 1 (0.5) 0 (0.0) 

BIOTIN;CYANOCOBALAMIN;ERGOCALCIFEROL;FOLIC 

ACID;GLYCINE;NICOTINAMIDE;PANTOTHENATE 

SODIUM;PHYTOMENADIONE;PYRIDOXINE HYDROCHLORIDE;RETINOL;RIBOFLAVIN 

SODIUM PHOSPHATE;SODIUM ASCORBATE;THIAMINE MONONITRATE;VITAMIN E NOS 

1 (0.5) 0 (0.0) 

 

IMIDAZOLINE RECEPTOR AGONISTS IN COMBINATION WITH DIURETICS 1 (0.5) 0 (0.0) 

CLONIDINE HYDROCHLORIDE;DIHYDRALAZINE SULFATE;HYDROCHLOROTHIAZIDE 1 (0.5) 0 (0.0) 

 

INSULINS AND ANALOGUES FOR INJECTION, LONG-ACTING 1 (0.5) 0 (0.0) 

INSULIN GLARGINE 1 (0.5) 0 (0.0) 

 

NON-SELECTIVE BETA-ADRENORECEPTOR AGONISTS 1 (0.5) 0 (0.0) 

METHOXYPHENAMINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

OTHER ANTIBIOTICS FOR TOPICAL USE 1 (0.5) 0 (0.0) 

GENTAMICIN SULFATE;VITAMIN B12 NOS 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER ANTIHISTAMINES FOR SYSTEMIC USE 1 (0.5) 1 (1.0) 

LORATADINE 1 (0.5) 1 (1.0) 

 

OTHER DERMATOLOGICALS 1 (0.5) 0 (0.0) 

MAGNESIUM SULFATE 1 (0.5) 0 (0.0) 

 

OTHER DRUGS AFFECTING BONE STRUCTURE AND MINERALIZATION 1 (0.5) 0 (0.0) 

DENOSUMAB 1 (0.5) 0 (0.0) 

 

OTHER PLANT ALKALOIDS AND NATURAL PRODUCTS 1 (0.5) 0 (0.0) 

CINOBUFAGIN 1 (0.5) 0 (0.0) 

 

OTHER PSYCHOSTIMULANTS AND NOOTROPICS 1 (0.5) 0 (0.0) 

VINPOCETINE 1 (0.5) 0 (0.0) 

 

POTASSIUM 1 (0.5) 3 (3.1) 

POTASSIUM CHLORIDE 1 (0.5) 0 (0.0) 

MAGNESIUM ASPARTATE;POTASSIUM ASPARTATE 0 (0.0) 1 (1.0) 

POTASSIUM CITRATE 0 (0.0) 1 (1.0) 

POTASSIUM PHOSPHATE DIBASIC;POTASSIUM PHOSPHATE MONOBASIC 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PREGNADIEN DERIVATIVES 1 (0.5) 0 (0.0) 

MEGESTROL ACETATE 1 (0.5) 0 (0.0) 

 

PROPIONIC ACID DERIVATIVES 1 (0.5) 0 (0.0) 

FLURBIPROFEN 1 (0.5) 0 (0.0) 

FLURBIPROFEN AXETIL 1 (0.5) 0 (0.0) 

 

PROTEIN SUPPLEMENTS 1 (0.5) 0 (0.0) 

WHEY PROTEIN 1 (0.5) 0 (0.0) 

 

SECOND-GENERATION CEPHALOSPORINS 1 (0.5) 1 (1.0) 

CEFACLOR 1 (0.5) 0 (0.0) 

CEFONICID SODIUM 0 (0.0) 1 (1.0) 

 

SELECTIVE BETA-2-ADRENORECEPTOR AGONISTS 1 (0.5) 0 (0.0) 

SALBUTAMOL 1 (0.5) 0 (0.0) 

 

SODIUM 1 (0.5) 0 (0.0) 

SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SOFTENERS, EMOLLIENTS 1 (0.5) 0 (0.0) 

DOCUSATE SODIUM 1 (0.5) 0 (0.0) 

 

SOLUTIONS AFFECTING THE ELECTROLYTE BALANCE 1 (0.5) 0 (0.0) 

SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

 

SULFONAMIDES, PLAIN 1 (0.5) 2 (2.0) 

FUROSEMIDE 1 (0.5) 2 (2.0) 

TORASEMIDE 1 (0.5) 0 (0.0) 

 

VARIOUS ALIMENTARY TRACT AND METABOLISM PRODUCTS 1 (0.5) 1 (1.0) 

OXIDIZED STARCH 1 (0.5) 0 (0.0) 

ADENOSINE;COENZYME A;NADIDE 0 (0.0) 1 (1.0) 

 

VITAMINS WITH MINERALS 1 (0.5) 1 (1.0) 

VITAMINS WITH MINERALS 1 (0.5) 0 (0.0) 

MINERALS NOS;VITAMINS NOS 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ADRENERGICS IN COMBINATIONS WITH ANTICHOLINERGICS INCL. TRIPLE COMBINATIONS 

WITH CORTICOSTEROIDS 

0 (0.0) 1 (1.0) 

IPRATROPIUM BROMIDE;SALBUTAMOL SULFATE 0 (0.0) 1 (1.0) 

 

ALPHA- AND BETA-ADRENORECEPTOR AGONISTS 0 (0.0) 1 (1.0) 

EPHEDRINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

AMINOALKYL ETHERS 0 (0.0) 1 (1.0) 

DIPHENHYDRAMINE 0 (0.0) 1 (1.0) 

 

ANESTHETICS, LOCAL 0 (0.0) 1 (1.0) 

LIDOCAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

ANTACIDS WITH SODIUM BICARBONATE 0 (0.0) 1 (1.0) 

SODIUM BICARBONATE 0 (0.0) 1 (1.0) 

 

BLOOD SUBSTITUTES AND PLASMA PROTEIN FRACTIONS 0 (0.0) 1 (1.0) 

ALBUMIN NOS 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ELECTROLYTE SOLUTIONS 0 (0.0) 3 (3.1) 

CALCIUM GLUCONATE 0 (0.0) 1 (1.0) 

MAGNESIUM SULFATE 0 (0.0) 1 (1.0) 

POTASSIUM CHLORIDE 0 (0.0) 2 (2.0) 

 

ENZYME PREPARATIONS 0 (0.0) 1 (1.0) 

ENZYME PREPARATIONS 0 (0.0) 1 (1.0) 

 

FOURTH-GENERATION CEPHALOSPORINS 0 (0.0) 1 (1.0) 

CEFOSELIS SULFATE 0 (0.0) 1 (1.0) 

 

GENERAL NUTRIENTS 0 (0.0) 1 (1.0) 

TRACE ELEMENTS NOS 0 (0.0) 1 (1.0) 

 

H2-RECEPTOR ANTAGONISTS 0 (0.0) 2 (2.0) 

CIMETIDINE 0 (0.0) 1 (1.0) 

RANITIDINE BISMUTH CITRATE 0 (0.0) 1 (1.0) 

 

HEPARIN GROUP 0 (0.0) 1 (1.0) 

HEPARIN CALCIUM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

NUCLEOSIDE AND NUCLEOTIDE REVERSE TRANSCRIPTASE INHIBITORS 0 (0.0) 1 (1.0) 

LAMIVUDINE 0 (0.0) 1 (1.0) 

 

OPIOID ANESTHETICS 0 (0.0) 1 (1.0) 

REMIFENTANIL 0 (0.0) 1 (1.0) 

 

OTHER ANTIEMETICS 0 (0.0) 1 (1.0) 

PROMETHAZINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

OTHER GENERAL ANESTHETICS 0 (0.0) 1 (1.0) 

PROPOFOL 0 (0.0) 1 (1.0) 

 

OTHER NON-THERAPEUTIC AUXILIARY PRODUCTS 0 (0.0) 1 (1.0) 

ETHYLENEDIAMINE DIACETURATE 0 (0.0) 1 (1.0) 

 

OTHER PLAIN VITAMIN PREPARATIONS 0 (0.0) 1 (1.0) 

PYRIDOXINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SEROTONIN (5HT3) ANTAGONISTS 0 (0.0) 4 (4.1) 

ONDANSETRON 0 (0.0) 1 (1.0) 

ONDANSETRON HYDROCHLORIDE 0 (0.0) 2 (2.0) 

PALONOSETRON HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

SUBSTITUTED ALKYLAMINES 0 (0.0) 1 (1.0) 

CHLORPHENAMINE 0 (0.0) 1 (1.0) 

CHLORPHENAMINE MALEATE 0 (0.0) 1 (1.0) 

 

VITAMIN B12 (CYANOCOBALAMIN AND ANALOGUES) 0 (0.0) 2 (2.0) 

VITAMIN B12 NOS 0 (0.0) 2 (2.0) 

 

XANTHINES AND ADRENERGICS 0 (0.0) 1 (1.0) 

AMINOPHYLLINE;CHLORPHENAMINE MALEATE;METHOXYPHENAMINE 

HYDROCHLORIDE;NOSCAPINE 

0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

Patients Who Received any Concomitant Medication 176 (82.6) 97 (99.0) 

 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE 68 (31.9) 45 (45.9) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE 27 (12.7) 12 (12.2) 

ACONITUM KUSNEZOFFII ROOT;HERBAL NOS 13 (6.1) 3 (3.1) 

ASTER AGERATOIDES HERB;FIRMIANA SIMPLEX ROOT;GENTIANA RHODANTHA HERB 

WITH ROOT;PEUCEDANUM PRAERUPTORUM ROOT;SCLEROMITRION DIFFUSUM 

HERB;SCUTELLARIA BAICALENSIS ROOT;STEMONA SESSILIFOLIA ROOT TUBER 

4 (1.9) 0 (0.0) 

OPHIOPOGON JAPONICUS ROOT TUBER;PANAX GINSENG 4 (1.9) 0 (0.0) 

ARCTIUM LAPPA FRUIT;CICADA SLOUGH;EPHEDRA SPP. HERB;ERIOBOTRYA JAPONICA 

LEAF;PERILLA FRUTESCENS FRUIT;PERILLA FRUTESCENS LEAF;PEUCEDANUM 

PRAERUPTORUM ROOT;PHERETIMA SPP.;SCHISANDRA CHINENSIS FRUIT 

3 (1.4) 4 (4.1) 

ARDISIA JAPONICA HERB;COW BEZOAR;INDOMETACIN;PANAX NOTOGINSENG 

ROOT;PEARL;URENA LOBATA 

3 (1.4) 2 (2.0) 

CALCIUM SULFATE DIHYDRATE;DRYOPTERIS CRASSIRHIZOMA RHIZOME;EPHEDRA SPP. 

HERB;FORSYTHIA SUSPENSA;GLYCYRRHIZA GLABRA ROOT;HOUTTUYNIA CORDATA 

HERB;ISATIS TINCTORIA ROOT;LONICERA JAPONICA FLOWER;MENTHOL;POGOSTEMON 

CABLIN HERB;PRUNUS SPP. SEED;RHEUM SPP.;RHODIOLA CRENULATA 

3 (1.4) 0 (0.0) 

CANNABIS SATIVA FRUIT;CITRUS AURANTIUM UNRIPE FRUIT;MAGNOLIA OFFICINALIS 

BARK;PRUNUS SPP. SEED;RHEUM SPP. ROOT WITH STEM 

3 (1.4) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ANGELICA DAHURICA VAR. FORMOSANA ROOT;ARISAEMA CONSANGUINEUM 

RHIZOME;ATRACTYLODES LANCEA RHIZOME;CITRUS RETICULATA PEEL;CURCUMA 

LONGA RHIZOME;GLYCYRRHIZA URALENSIS ROOT WITH RHIZOME;MAGNOLIA 

OFFICINALIS BARK;PHELLODENDRON AMURENSE BARK;RHEUM PALMATUM ROOT WITH 

RHIZOME;TRICHOSANTHES KIRILOWII ROOT 

2 (0.9) 3 (3.1) 

BIDENS BITERNATA;CAFFEINE;CHLORPHENAMINE MALEATE;CHRYSANTHEMUM 

INDICUM FLOWER;ILEX ASPRELLA ROOT;MELICOPE PTELEIFOLIA;MENTHA CANADENSIS 

OIL;PARACETAMOL 

2 (0.9) 0 (0.0) 

BORNEOL;PANAX NOTOGINSENG ROOT;SALVIA MILTIORRHIZA ROOT 2 (0.9) 0 (0.0) 

BRUCEA JAVANICA OIL 2 (0.9) 0 (0.0) 

CITRUS RETICULATA PEEL;CRATAEGUS PINNATIFIDA FRUIT;DIOSCOREA POLYSTACHYA 

RHIZOME;HORDEUM VULGARE SPROUT;PSEUDOSTELLARIA HETEROPHYLLA RHIZOME 

2 (0.9) 0 (0.0) 

CURCUMA LONGA;HERBAL NOS;LAMIOPHLOMIS ROTATA 2 (0.9) 0 (0.0) 

EPHEDRA SPP. HERB;GLYCYRRHIZA SPP. ROOT WITH RHIZOME;PRUNUS SPP. 

SEED;ZINGIBER OFFICINALE RHIZOME 

2 (0.9) 0 (0.0) 

AMBER (FOSSILIZED TREE RESIN);CODONOPSIS PILOSULA ROOT;NARDOSTACHYS 

JATAMANSI ROOT WITH RHIZOME;PANAX NOTOGINSENG ROOT;POLYGONATUM 

SIBIRICUM ROOT 

1 (0.5) 2 (2.0) 

ANEMARRHENA ASPHODELOIDES;FRITILLARIA SPP. BULB;GEKKO GECKO;GLYCYRRHIZA 

SPP. ROOT WITH RHIZOME;MORUS ALBA ROOT BARK;PANAX GINSENG;PORIA 

COCOS;PRUNUS ARMENIACA SEED 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ANGELICA DAHURICA ROOT;ARMENIACA VULGARIS VAR. ANSU SEED;BUPLEURUM 

CHINENSE, ROOT;CORYDALIS BUNGEANA HERB;MENTHA CANADENSIS HERB;PERILLA 

FRUTESCENS VAR. CRISPA LEAF;PHRAGMITES COMMUNIS RHIZOME;PLATYCODON 

GRANDIFLORUS ROOT;PUERARIA LOBATA ROOT;SAPOSHNIKOVIA DIVARICATA 

ROOT;SCHIZONEPETA SPP. 

1 (0.5) 0 (0.0) 

ANGELICA SINENSIS ROOT;ASTRAGALUS SPP. ROOT;CURCUMA SPP. ROOT 

TUBER;DUCHESNEA INDICA HERB;SALVIA MILTIORRHIZA ROOT WITH 

RHIZOME;SCUTELLARIA BARBATA HERB;SOLANUM LYRATUM;SOLANUM NIGRUM 

1 (0.5) 0 (0.0) 

ANGELICA SINENSIS ROOT;CARTHAMUS TINCTORIUS FLOWER;LIGUSTICUM 

CHUANXIONG RHIZOME;PAEONIA LACTIFLORA SUN DRIED ROOT;SALVIA MILTIORRHIZA 

ROOT 

1 (0.5) 0 (0.0) 

ANIMAL FECES NOS;BOMBYX MORI 1 (0.5) 0 (0.0) 

ANIMAL HORN NOS;BEAR BILE;FORSYTHIA SUSPENSA FRUIT;LONICERA JAPONICA 

FLOWER;SCUTELLARIA BAICALENSIS ROOT 

1 (0.5) 3 (3.1) 

ARECA CATECHU SEED;CHICKEN'S GIZZARD-MEMBRANE;CITRUS AURANTIUM 

FRUIT;CITRUS MEDICA VAR. SARCODACTYLIS FRUIT;CITRUS RETICULATA 

PERICARP;CITRUS SPP. FRUIT;CYPERUS ROTUNDUS RHIZOME;PERILLA FRUTESCENS 

STEM 

1 (0.5) 0 (0.0) 

ARTEMISIA ANNUA HERB;GARDENIA JASMINOIDES FRUIT;LONICERA JAPONICA FLOWER 

BUD 

1 (0.5) 3 (3.1) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  27AUG2024 04:58  t-14-01-02-10-med-con-ia.rtf 

45



Protocol BGB-A317-303 Page 4 of 68 
 

Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ASPARAGUS COCHINCHINENSIS ROOT TUBER;BAPHICACANTHUS CUSIA ROOT WITH 

RHIZOME;CANARIUM ALBUM FRUIT;CICADA SLOUGH;MENTHA CANADENSIS 

OIL;OPHIOPOGON JAPONICUS ROOT TUBER;OROXYLUM INDICUM SEED;PAEONIA X 

SUFFRUTICOSA BARK;REHMANNIA GLUTINOSA ROOT TUBER;SCROPHULARIA 

NINGPOENSIS ROOT;STEMONA SPP. ROOT TUBER;TUSSILAGO FARFARA FLOWER BUD 

1 (0.5) 0 (0.0) 

ASTRAGALUS MONGHOLICUS ROOT;CARTHAMUS TINCTORIUS FLOWER;RHEUM 

PALMATUM ROOT WITH RHIZOME;SALVIA MILTIORRHIZA ROOT 

1 (0.5) 0 (0.0) 

ASTRAGALUS MONGHOLICUS ROOT;CODONOPSIS PILOSULA ROOT 1 (0.5) 0 (0.0) 

ASTRAGALUS MONGHOLICUS ROOT;OXYMATRINE;PANAX GINSENG DRY EXTRACT 1 (0.5) 0 (0.0) 

ASTRAGALUS PROPINQUUS ROOT;CIBOTIUM BAROMETZ RHIZOME;ECLIPTA PROSTRATA 

HERB;FALLOPIA MULTIFLORA ROOT TUBER;LIGUSTRUM LUCIDUM FRUIT;MORUS ALBA 

FRUIT;PAEONIA LACTIFLORA ROOT 

1 (0.5) 1 (1.0) 

ASTRAGALUS SPP. ROOT;ATRACTYLODES MACROCEPHALA, RHIZOMA;FALLOPIA 

MULTIFLORA ROOT TUBER;MORUS ALBA ROOT BARK;PAEONIA LACTIFLORA 

ROOT;PLANTAGO SPP. HERB;PORIA COCOS SCLEROTIUM;RHEUM SPP. ROOT WITH 

RHIZOME;SALVIA MILTIORRHIZA ROOT WITH RHIZOME;SOPHORA FLAVESCENS ROOT 

1 (0.5) 0 (0.0) 

ASTRAGALUS SPP. ROOT;BLOOD, PIG;ZIZIPHUS JUJUBA FRUIT 1 (0.5) 0 (0.0) 

BAICALIN;BUFFALO HORN;CHOLIC ACID;CONCHA MARGARITIFERA;GARDENIA 

JASMINOIDES FRUIT;HYODEOXYCHOLIC ACID;ISATIS INDIGOTICA ROOT;LONICERA 

JAPONICA FLOWER 

1 (0.5) 1 (1.0) 

BAMBUSA SPP. 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

BORNEOL;LIGUSTICUM CHUANXIONG RHIZOME 1 (0.5) 0 (0.0) 

CINNAMOMUM CAMPHORA ROOT;EUPHORBIA SPP. HERB;EXALLAGE 

CHRYSOTRICHA;LIQUIDAMBAR FORMOSANA LEAF;MOSLA CHINENSIS HERB 

1 (0.5) 0 (0.0) 

CITRUS MAXIMA;CYNANCHUM STAUNTONII;DELPHINIUM 

GRANDIFLORUM;GLYCYRRHIZA SPP.;PINELLIA TERNATA;PORIA COCOS;PRUNUS 

SPP.;SCHISANDRA CHINENSIS 

1 (0.5) 3 (3.1) 

CORYDALIS BUNGEANA HERB;ISATIS INDIGOTICA ROOT;SCUTELLARIA BAICALENSIS 

ROOT;TARAXACUM MONGOLICUM HERB 

1 (0.5) 0 (0.0) 

CYNANCHUM STAUNTONII ROOT WITH RHIZOME;ERIOBOTRYA JAPONICA 

LEAF;MENTHOL;MORUS ALBA ROOT BARK;PAPAVER SOMNIFERUM PEEL;PLATYCODON 

GRANDIFLORUS ROOT;STEMONA SESSILIFOLIA ROOT TUBER 

1 (0.5) 1 (1.0) 

DIPYRIDAMOLE;GINKGO BILOBA LEAF EXTRACT 1 (0.5) 0 (0.0) 

EPHEDRA SPP. 1 (0.5) 0 (0.0) 

EUCALYPTUS GLOBULUS OIL;LEVOMENTHOL 1 (0.5) 0 (0.0) 

FORSYTHIA SUSPENSA FRUIT;LONICERA JAPONICA FLOWER BUD;SCUTELLARIA 

BAICALENSIS ROOT 

1 (0.5) 1 (1.0) 

GANODERMA CAPENSE 1 (0.5) 1 (1.0) 

GARDENIA JASMINOIDES FRUIT;ISATIS INDIGOTICA ROOT;PHELLODENDRON CHINENSE 

BARK;SCUTELLARIA BAICALENSIS ROOT;STERCULIA LYCHNOPHORA SEED 

1 (0.5) 1 (1.0) 

GLYCYRRHIZA GLABRA 1 (0.5) 0 (0.0) 

GLYCYRRHIZA SPP. ROOT 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

LESPEDEZA BICOLOR 1 (0.5) 0 (0.0) 

PANAX NOTOGINSENG 1 (0.5) 0 (0.0) 

PANAX NOTOGINSENG ROOT TOTAL SAPONIN EXTRACT 1 (0.5) 0 (0.0) 

PERIPLANETA AMERICANA 1 (0.5) 1 (1.0) 

SANGUISORBA OFFICINALIS 1 (0.5) 16 (16.3) 

SENECIO CANNABIFOLIUS HERB 1 (0.5) 0 (0.0) 

THESIUM CHINENSE HERB 1 (0.5) 0 (0.0) 

ADENOPHORA TRIPHYLLA ROOT;ARMENIACA VULGARIS VAR. ANSU SEED;CITRUS 

MAXIMA PEEL;ERIOBOTRYA JAPONICA LEAF;FRITILLARIA CIRRHOSA 

BULB;HONEY;MENTHOL;PLATYCODON GRANDIFLORUS ROOT;POLYGALA TENUIFOLIA 

ROOT;PORIA COCOS SCLEROTIUM;PRUNUS ARMENIACA SEED;SCHISANDRA CHINENSIS 

FRUIT;TRICHOSANTHES KIRILOWII SEED;TUSSILAGO FARFARA FLOWER;ZINGIBER 

OFFICINALE RHIZOME 

0 (0.0) 1 (1.0) 

AESCULUS HIPPOCASTANUM EXTRACT 0 (0.0) 1 (1.0) 

ALBIZIA JULIBRISSIN FLOWER;CALCIUM SULFATE;ELEUTHEROCOCCUS SENTICOSUS 

ROOT WITH RHIZOME;FALLOPIA MULTIFLORA STEM;JUNCUS EFFUSUS STEM 

PITH;LILIUM SPP.;OPHIOPOGON JAPONICUS ROOT TUBER;OYSTER SHELL;POLYGALA 

TENUIFOLIA ROOT;PORIA COCOS;REHMANNIA GLUTINOSA ROOT;SALVIA MILTIORRHIZA 

ROOT WITH RHIZOME;SCHISANDRA CHINENSIS FRUIT;SCROPHULARIA NINGPOENSIS 

ROOT;ZIZIPHUS JUJUBA SEED 

0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ALISMA ORIENTALE RHIZOME;ANGELICA SINENSIS ROOT;ASARUM SPP. 

ROOT;ASTRAGALUS PROPINQUUS ROOT;CUSCUTA SPP. SEED;DEER HORN;GASTRODIA 

ELATA RHIZOME;LYCIUM BARBARUM FRUIT;PANAX GINSENG ROOT;REHMANNIA 

GLUTINOSA PROCESSED ROOT;SENNA SPP. SEED 

0 (0.0) 1 (1.0) 

ALISMA ORIENTALE;ASTRAGALUS SPP. ROOT;DIOSCOREA OPPOSITIFOLIA 

RHIZOME;LYCIUM BARBARUM FRUIT;OPHIOPOGON JAPONICUS ROOT TUBER;PORIA 

COCOS SCLEROTIUM;REHMANNIA GLUTINOSA ROOT TUBER;RUBUS CHINGII 

FRUIT;SAPONIN;SCHISANDRA CHINENSIS FRUIT;TRICHOSANTHES SPP. ROOT 

0 (0.0) 1 (1.0) 

ALISMA PLANTAGO-AQUATICA VAR. ORIENT. TUBER;ANGELICA SINENSIS 

ROOT;ASARUM SPP. ROOT WITH RHIZOME;ASTRAGALUS SPP. ROOT;CUSCUTA SPP. 

SEED;DEER HORN;GASTRODIA ELATA TUBER;LYCIUM BARBARUM FRUIT;PANAX 

GINSENG ROOT;REHMANNIA GLUTINOSA ROOT TUBER;SENNA OBTUSIFOLIA SEED 

0 (0.0) 1 (1.0) 

AMBER (FOSSILIZED TREE RESIN);BORNEOL;CALAMINE;COW 

BEZOAR;MUSK;PEARL;SODIUM BORATE 

0 (0.0) 1 (1.0) 

ANGELICA SINENSIS ROOT;CISTANCHE DESERTICOLA STEM;SENNA ALEXANDRINA LEAF 0 (0.0) 1 (1.0) 

ARACHIS HYPOGAEA 0 (0.0) 1 (1.0) 

ARCTIUM LAPPA FRUIT;ASCORBIC ACID;CHLORPHENAMINE MALEATE;FORSYTHIA 

SUSPENSA FRUIT;GLYCINE MAX FERMENTED SEED;GLYCYRRHIZA URALENSIS ROOT 

WITH RHIZOME;LONICERA JAPONICA FLOWER BUD;LOPHATHERUM GRACILE 

HERB;MENTHA CANADENSIS OIL;PARACETAMOL;PHRAGMITES COMMUNIS 

RHIZOME;PLATYCODON GRANDIFLORUS ROOT;SCHIZONEPETA TENUIFOLIA HERB 

0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ASTER TATARICUS ROOT WITH RHIZOME;ASTRAGALUS SPP. ROOT;CODONOPSIS SPP. 

ROOT;FRITILLARIA SPP. BULB;PYRUS BRETSCHNEIDERI PASTE;STEMONA SPP. ROOT 

TUBER 

0 (0.0) 1 (1.0) 

ASTRAGALUS MONGHOLICUS ROOT 0 (0.0) 1 (1.0) 

ASTRAGALUS MONGHOLICUS ROOT;LIGUSTRUM LUCIDUM FRUIT 0 (0.0) 1 (1.0) 

BUPLEURUM CHINENSE, ROOT 0 (0.0) 1 (1.0) 

CALLICARPA NUDIFLORA LEAF 0 (0.0) 1 (1.0) 

CITRUS MAXIMA PEEL 0 (0.0) 1 (1.0) 

CODONOPSIS PILOSULA ROOT;LYCIUM BARBARUM FRUIT 0 (0.0) 1 (1.0) 

CORDYCEPS SINENSIS 0 (0.0) 1 (1.0) 

CYNARA CARDUNCULUS EXTRACT 0 (0.0) 1 (1.0) 

ERIOBOTRYA JAPONICA LEAF;FRITILLARIA CIRRHOSA BULB FLUID EXTRACT;MENTHA 

CANADENSIS;PLATYCODON GRANDIFLORUS ROOT 

0 (0.0) 1 (1.0) 

FAGOPYRUM ESCULENTUM 0 (0.0) 1 (1.0) 

FRITILLARIA SPP. 0 (0.0) 1 (1.0) 

LESPEDEZA CAPITATA EXTRACT 0 (0.0) 1 (1.0) 

PANAX GINSENG TOTAL GINSENOSIDE EXTRACT 0 (0.0) 1 (1.0) 

SCHISANDRA CHINENSIS;SILIBININ 0 (0.0) 1 (1.0) 

SCHISANDRA SPHENANTHERA FRUIT 0 (0.0) 1 (1.0) 

SMILAX GLABRA RHIZOME;SOPHORA FLAVESCENS ROOT 0 (0.0) 2 (2.0) 

STEMONA SPP. 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

GLUCOCORTICOIDS 60 (28.2) 87 (88.8) 

DEXAMETHASONE SODIUM PHOSPHATE 18 (8.5) 25 (25.5) 

BUDESONIDE 15 (7.0) 5 (5.1) 

DEXAMETHASONE 14 (6.6) 53 (54.1) 

METHYLPREDNISOLONE SODIUM SUCCINATE 11 (5.2) 8 (8.2) 

METHYLPREDNISOLONE 9 (4.2) 3 (3.1) 

PREDNISONE 7 (3.3) 0 (0.0) 

PREDNISONE ACETATE 7 (3.3) 0 (0.0) 

HYDROCORTISONE 3 (1.4) 0 (0.0) 

DEXAMETHASONE ACETATE 2 (0.9) 42 (42.9) 

PREDNISOLONE 2 (0.9) 0 (0.0) 

BETAMETHASONE SODIUM PHOSPHATE 1 (0.5) 4 (4.1) 

BECLOMETASONE DIPROPIONATE 0 (0.0) 1 (1.0) 

DEFLAZACORT 0 (0.0) 2 (2.0) 

GLUCOCORTICOIDS 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PROTON PUMP INHIBITORS 54 (25.4) 70 (71.4) 

OMEPRAZOLE 14 (6.6) 21 (21.4) 

LANSOPRAZOLE 13 (6.1) 28 (28.6) 

PANTOPRAZOLE SODIUM SESQUIHYDRATE 13 (6.1) 18 (18.4) 

OMEPRAZOLE SODIUM 12 (5.6) 16 (16.3) 

PANTOPRAZOLE 6 (2.8) 7 (7.1) 

ESOMEPRAZOLE SODIUM 5 (2.3) 4 (4.1) 

ESOMEPRAZOLE MAGNESIUM 4 (1.9) 3 (3.1) 

RABEPRAZOLE SODIUM 4 (1.9) 6 (6.1) 

ILAPRAZOLE 3 (1.4) 0 (0.0) 

OMEPRAZOLE MAGNESIUM 3 (1.4) 4 (4.1) 

ESOMEPRAZOLE 1 (0.5) 1 (1.0) 

RABEPRAZOLE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

MUCOLYTICS 35 (16.4) 23 (23.5) 

AMBROXOL HYDROCHLORIDE 21 (9.9) 11 (11.2) 

ACETYLCYSTEINE 10 (4.7) 5 (5.1) 

AMBROXOL 5 (2.3) 9 (9.2) 

CARBOCISTEINE 2 (0.9) 0 (0.0) 

ACETYLCYSTEINE;ASCORBIC ACID 1 (0.5) 0 (0.0) 

AMBROXOL HYDROCHLORIDE;GLUCOSE 1 (0.5) 0 (0.0) 

AMBROXOL;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

BROMHEXINE HYDROCHLORIDE 1 (0.5) 1 (1.0) 

CHYMOTRYPSIN 1 (0.5) 1 (1.0) 

ERDOSTEINE 1 (0.5) 1 (1.0) 

SODIUM CHLORIDE 1 (0.5) 1 (1.0) 

BROMHEXINE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

NATURAL OPIUM ALKALOIDS 33 (15.5) 9 (9.2) 

OXYCODONE HYDROCHLORIDE 20 (9.4) 4 (4.1) 

MORPHINE HYDROCHLORIDE 9 (4.2) 1 (1.0) 

MORPHINE SULFATE 7 (3.3) 0 (0.0) 

MORPHINE 3 (1.4) 2 (2.0) 

OXYCODONE 3 (1.4) 2 (2.0) 

CODEINE 1 (0.5) 0 (0.0) 

CODEINE PHOSPHATE 1 (0.5) 0 (0.0) 

HYDROCODONE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

FLUOROQUINOLONES 31 (14.6) 19 (19.4) 

LEVOFLOXACIN 8 (3.8) 5 (5.1) 

LEVOFLOXACIN HYDROCHLORIDE 8 (3.8) 3 (3.1) 

MOXIFLOXACIN HYDROCHLORIDE 5 (2.3) 8 (8.2) 

LEVOFLOXACIN;SODIUM CHLORIDE 4 (1.9) 2 (2.0) 

MOXIFLOXACIN 4 (1.9) 3 (3.1) 

CIPROFLOXACIN 2 (0.9) 1 (1.0) 

LEVOFLOXACIN MESYLATE 2 (0.9) 0 (0.0) 

LEVOFLOXACIN HYDROCHLORIDE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

LEVOFLOXACIN LACTATE 1 (0.5) 1 (1.0) 

CIPROFLOXACIN LACTATE 0 (0.0) 1 (1.0) 

LOMEFLOXACIN HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

BISPHOSPHONATES 28 (13.1) 14 (14.3) 

ZOLEDRONIC ACID 20 (9.4) 8 (8.2) 

IBANDRONATE SODIUM 7 (3.3) 2 (2.0) 

PAMIDRONATE DISODIUM 3 (1.4) 3 (3.1) 

DISODIUM INCADRONATE 1 (0.5) 2 (2.0) 

ZOLEDRONATE DISODIUM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OPIUM DERIVATIVES AND EXPECTORANTS 26 (12.2) 8 (8.2) 

CAMPHOR;GLYCYRRHIZA GLABRA;ILLICIUM VERUM OIL;PAPAVER 

SOMNIFERUM;SODIUM BENZOATE 

9 (4.2) 4 (4.1) 

PAPAVER SOMNIFERUM POWDER;PLATYCODON GRANDIFLORUS;POTASSIUM SULFATE 8 (3.8) 1 (1.0) 

BROMPHENIRAMINE MALEATE;CODEINE PHOSPHATE;EPHEDRINE 

HYDROCHLORIDE;GUAIFENESIN 

7 (3.3) 1 (1.0) 

CODEINE PHOSPHATE;GUAIFENESIN;PSEUDOEPHEDRINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CODEINE PHOSPHATE;PLATYCODON GRANDIFLORUS 1 (0.5) 0 (0.0) 

DEXTROMETHORPHAN;GUAIFENESIN 1 (0.5) 0 (0.0) 

EPHEDRINE HYDROCHLORIDE;GUAIFENESIN;PHOLCODINE 1 (0.5) 1 (1.0) 

AMMONIA;BENZOIC ACID;CAMPHOR;GLYCEROL;GLYCYRRHIZA SPP. ROOT WITH 

RHIZOME;GUAIFENESIN;ILLICIUM VERUM OIL;PAPAVER SOMNIFERUM TINCTURE 

0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PROPULSIVES 25 (11.7) 18 (18.4) 

METOCLOPRAMIDE 7 (3.3) 7 (7.1) 

METOCLOPRAMIDE DIHYDROCHLORIDE 6 (2.8) 10 (10.2) 

MOSAPRIDE CITRATE 5 (2.3) 0 (0.0) 

BROMOPRIDE 2 (0.9) 0 (0.0) 

DOMPERIDONE 2 (0.9) 3 (3.1) 

METOCLOPRAMIDE HYDROCHLORIDE 2 (0.9) 1 (1.0) 

MOSAPRIDE 2 (0.9) 0 (0.0) 

ITOPRIDE 1 (0.5) 0 (0.0) 

ITOPRIDE HYDROCHLORIDE 1 (0.5) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

LIVER THERAPY 24 (11.3) 14 (14.3) 

DIAMMONIUM GLYCYRRHIZINATE 10 (4.7) 4 (4.1) 

POLYENE PHOSPHATIDYLCHOLINE 7 (3.3) 2 (2.0) 

MAGNESIUM ISOGLYCYRRHIZINATE 6 (2.8) 6 (6.1) 

LIVER THERAPY 2 (0.9) 1 (1.0) 

CYSTEINE HYDROCHLORIDE;GLYCINE;GLYCYRRHIZIC ACID 1 (0.5) 0 (0.0) 

CYSTEINE HYDROCHLORIDE;GLYCINE;GLYCYRRHIZIC ACID, AMMONIUM SALT 1 (0.5) 0 (0.0) 

DL-METHIONINE;GLYCINE;GLYCYRRHIZIC ACID 1 (0.5) 0 (0.0) 

GLYCYRRHIZIC ACID, AMMONIUM SALT 1 (0.5) 0 (0.0) 

SILIBININ MEGLUMINE 1 (0.5) 0 (0.0) 

SILYBUM MARIANUM 1 (0.5) 0 (0.0) 

TIOPRONIN 1 (0.5) 1 (1.0) 

CYSTEINE;GLYCINE;GLYCYRRHIZIC ACID 0 (0.0) 1 (1.0) 

GLYCINE;GLYCYRRHIZIC ACID;METHIONINE 0 (0.0) 1 (1.0) 

LIVER HYDROLYSATE 0 (0.0) 1 (1.0) 

SILIBININ 0 (0.0) 1 (1.0) 

TIOPRONIN SODIUM 0 (0.0) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OSMOTICALLY ACTING LAXATIVES 23 (10.8) 10 (10.2) 

LACTULOSE 19 (8.9) 10 (10.2) 

MANNITOL 4 (1.9) 0 (0.0) 

MACROGOL 4000 1 (0.5) 0 (0.0) 

MACROGOL;POTASSIUM CHLORIDE;SODIUM BICARBONATE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

THIRD-GENERATION CEPHALOSPORINS 23 (10.8) 15 (15.3) 

CEFOPERAZONE SODIUM;SULBACTAM SODIUM 8 (3.8) 3 (3.1) 

CEFTRIAXONE 4 (1.9) 0 (0.0) 

CEFIXIME 3 (1.4) 2 (2.0) 

CEFTRIAXONE SODIUM 3 (1.4) 3 (3.1) 

CEFDINIR 2 (0.9) 2 (2.0) 

CEFTAZIDIME 2 (0.9) 3 (3.1) 

LATAMOXEF SODIUM 2 (0.9) 0 (0.0) 

CEFOPERAZONE 1 (0.5) 0 (0.0) 

CEFOPERAZONE SODIUM 1 (0.5) 1 (1.0) 

CEFOPERAZONE SODIUM;TAZOBACTAM SODIUM 1 (0.5) 0 (0.0) 

CEFOPERAZONE;SULBACTAM SODIUM 1 (0.5) 2 (2.0) 

CEFPODOXIME PROXETIL 1 (0.5) 0 (0.0) 

CEFTRIAXONE SODIUM;TAZOBACTAM 1 (0.5) 1 (1.0) 

CEFMENOXIME HYDROCHLORIDE 0 (0.0) 1 (1.0) 

CEFODIZIME DISODIUM 0 (0.0) 1 (1.0) 

CEFOPERAZONE SODIUM;SULBACTAM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ANILIDES 21 (9.9) 12 (12.2) 

PARACETAMOL 13 (6.1) 5 (5.1) 

AMANTADINE HYDROCHLORIDE;CAFFEINE;CHLORPHENAMINE MALEATE;COW 

BEZOAR;PARACETAMOL 

2 (0.9) 2 (2.0) 

CAFFEINE;PARACETAMOL;PROPYPHENAZONE 2 (0.9) 1 (1.0) 

ACETYLSALICYLIC ACID;CAFFEINE;PARACETAMOL 1 (0.5) 3 (3.1) 

AMINOPHENAZONE;PHENACETIN 1 (0.5) 0 (0.0) 

CHLORPHENAMINE MALEATE;DEXTROMETHORPHAN 

HYDROBROMIDE;PARACETAMOL;PSEUDOEPHEDRINE HYDROCHLORIDE 

1 (0.5) 0 (0.0) 

CHLORPHENAMINE MALEATE;PARACETAMOL;PSEUDOEPHEDRINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

ANILIDES 0 (0.0) 1 (1.0) 

 

PROPIONIC ACID DERIVATIVES 21 (9.9) 9 (9.2) 

IBUPROFEN 13 (6.1) 6 (6.1) 

DEXKETOPROFEN TROMETAMOL 4 (1.9) 0 (0.0) 

NAPROXEN 3 (1.4) 1 (1.0) 

KETOPROFEN 2 (0.9) 1 (1.0) 

LOXOPROFEN SODIUM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

COMBINATIONS OF PENICILLINS, INCL. BETA-LACTAMASE INHIBITORS 20 (9.4) 5 (5.1) 

PIPERACILLIN SODIUM;TAZOBACTAM SODIUM 7 (3.3) 1 (1.0) 

AMOXICILLIN;CLAVULANIC ACID 4 (1.9) 2 (2.0) 

MEZLOCILLIN SODIUM;SULBACTAM SODIUM 4 (1.9) 1 (1.0) 

AMOXICILLIN;CLAVULANATE POTASSIUM 2 (0.9) 1 (1.0) 

PIPERACILLIN SODIUM;SULBACTAM SODIUM 2 (0.9) 0 (0.0) 

AMPICILLIN;SULBACTAM 1 (0.5) 0 (0.0) 

PIPERACILLIN;SULBACTAM 1 (0.5) 0 (0.0) 

AMOXICILLIN TRIHYDRATE;CLAVULANATE POTASSIUM 0 (0.0) 1 (1.0) 

PIPERACILLIN SODIUM;TAZOBACTAM 0 (0.0) 1 (1.0) 

 

OPIUM ALKALOIDS AND DERIVATIVES 20 (9.4) 11 (11.2) 

CODEINE PHOSPHATE 12 (5.6) 4 (4.1) 

CODEINE 5 (2.3) 4 (4.1) 

CHLORPHENAMINE MALEATE;DEXTROMETHORPHAN 

HYDROBROMIDE;PSEUDOEPHEDRINE HYDROCHLORIDE 

1 (0.5) 2 (2.0) 

DEXTROMETHORPHAN HYDROBROMIDE 1 (0.5) 0 (0.0) 

PHOLCODINE 1 (0.5) 0 (0.0) 

CODEINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

DEXTROMETHORPHAN 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SEROTONIN (5HT3) ANTAGONISTS 20 (9.4) 85 (86.7) 

ONDANSETRON 6 (2.8) 6 (6.1) 

ONDANSETRON HYDROCHLORIDE 5 (2.3) 25 (25.5) 

PALONOSETRON HYDROCHLORIDE 5 (2.3) 23 (23.5) 

DOLASETRON MESILATE 1 (0.5) 10 (10.2) 

GRANISETRON HYDROCHLORIDE 1 (0.5) 2 (2.0) 

RAMOSETRON 1 (0.5) 6 (6.1) 

SODIUM CHLORIDE;TROPISETRON HYDROCHLORIDE 1 (0.5) 0 (0.0) 

TROPISETRON HYDROCHLORIDE 1 (0.5) 26 (26.5) 

AZASETRON 0 (0.0) 1 (1.0) 

AZASETRON HYDROCHLORIDE 0 (0.0) 4 (4.1) 

DOLASETRON 0 (0.0) 1 (1.0) 

GRANISETRON 0 (0.0) 8 (8.2) 

NETUPITANT;PALONOSETRON HYDROCHLORIDE 0 (0.0) 1 (1.0) 

PALONOSETRON 0 (0.0) 6 (6.1) 

TROPISETRON 0 (0.0) 12 (12.2) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SOLUTIONS FOR PARENTERAL NUTRITION 20 (9.4) 10 (10.2) 

AMINO ACIDS NOS 16 (7.5) 5 (5.1) 

FATS NOS 11 (5.2) 4 (4.1) 

GLUCOSE 7 (3.3) 5 (5.1) 

ACETIC ACID;ALANINE;ARGININE;ASPARTIC ACID;CALCIUM;CALCIUM 

CHLORIDE;CHLORIDE;GLUCOSE;GLUTAMATE SODIUM;GLYCEROL;GLYCINE;GLYCINE 

MAX SEED OIL;HISTIDINE;ISOLEUCINE;LECITHIN;LEUCINE;LYSINE 

HYDROCHLORIDE;MAGNESIUM;MAGNESIUM 

SULFATE;METHIONINE;PHENYLALANINE;PHOSPHORUS;POTASSIUM;POTASSIUM 

CHLORIDE;PROLINE;SERINE;SODIUM;SODIUM ACETATE;SODIUM 

GLYCEROPHOSPHATE;SODIUM HYDROXIDE;THREONINE;TRYPTOPHAN, 

L-;TYROSINE;VALINE 

1 (0.5) 0 (0.0) 

ALANINE;ARGININE HYDROCHLORIDE;ASPARTIC ACID;CYSTEINE 

HYDROCHLORIDE;GLUTAMIC ACID;GLYCINE;HISTIDINE 

HYDROCHLORIDE;ISOLEUCINE;LEUCINE;LYSINE 

HYDROCHLORIDE;METHIONINE;PHENYLALANINE;PROLINE;SERINE;THREONINE;TRYPTO

PHAN, L-;TYROSINE;VALINE;XYLITOL 

1 (0.5) 0 (0.0) 

FRUCTOSE 1 (0.5) 0 (0.0) 

GLYCINE MAX SEED OIL;LECITHIN 1 (0.5) 0 (0.0) 

TRIGLYCERIDES 1 (0.5) 1 (1.0) 

GLYCEROL;GLYCINE MAX SEED OIL;LECITHIN;MEDIUM-CHAIN TRIGLYCERIDES 0 (0.0) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER OPIOIDS 19 (8.9) 4 (4.1) 

TRAMADOL HYDROCHLORIDE 15 (7.0) 1 (1.0) 

TRAMADOL 3 (1.4) 0 (0.0) 

DEZOCINE 2 (0.9) 0 (0.0) 

BUCINNAZINE 1 (0.5) 1 (1.0) 

BUCINNAZINE HYDROCHLORIDE 0 (0.0) 2 (2.0) 

 

ELECTROLYTE SOLUTIONS 18 (8.5) 18 (18.4) 

POTASSIUM CHLORIDE 13 (6.1) 13 (13.3) 

SODIUM BICARBONATE 4 (1.9) 4 (4.1) 

CALCIUM GLUCONATE 3 (1.4) 0 (0.0) 

CALCIUM CHLORIDE;POTASSIUM CHLORIDE;SODIUM CHLORIDE 1 (0.5) 1 (1.0) 

CHROMIC CHLORIDE HEXAHYDRATE;COPPER CHLORIDE DIHYDRATE;FERRIC CHLORIDE 

HEXAHYDRATE;MANGANESE CHLORIDE TETRAHYDRATE;POTASSIUM IODIDE;SODIUM 

FLUORIDE;SODIUM MOLYBDATE DIHYDRATE;SODIUM SELENITE PENTAHYDRATE;ZINC 

CHLORIDE 

1 (0.5) 0 (0.0) 

MAGNESIUM SULFATE 1 (0.5) 3 (3.1) 

POTASSIUM PHOSPHATE DIBASIC;POTASSIUM PHOSPHATE MONOBASIC 1 (0.5) 0 (0.0) 

SODIUM CHLORIDE 1 (0.5) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

THYROID HORMONES 18 (8.5) 0 (0.0) 

LEVOTHYROXINE SODIUM 17 (8.0) 0 (0.0) 

LEVOTHYROXINE 1 (0.5) 0 (0.0) 

 

ACETIC ACID DERIVATIVES AND RELATED SUBSTANCES 17 (8.0) 8 (8.2) 

INDOMETACIN 9 (4.2) 5 (5.1) 

DICLOFENAC SODIUM 6 (2.8) 1 (1.0) 

KETOROLAC 2 (0.9) 0 (0.0) 

DICLOFENAC 0 (0.0) 1 (1.0) 

DICLOFENAC SODIUM;LIDOCAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

XANTHINES 16 (7.5) 12 (12.2) 

DOXOFYLLINE 8 (3.8) 8 (8.2) 

DIPROPHYLLINE 6 (2.8) 3 (3.1) 

AMINOPHYLLINE 3 (1.4) 1 (1.0) 

CHLORPHENAMINE MALEATE;GUAIFENESIN;THEOPHYLLINE 2 (0.9) 1 (1.0) 

AMINOPHYLLINE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

DOXOFYLLINE;GLUCOSE 1 (0.5) 0 (0.0) 

THEOPHYLLINE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OPIOIDS IN COMBINATION WITH NON-OPIOID ANALGESICS 15 (7.0) 10 (10.2) 

OXYCODONE;PARACETAMOL 6 (2.8) 2 (2.0) 

DIHYDROCODEINE BITARTRATE;PARACETAMOL 5 (2.3) 2 (2.0) 

CODEINE PHOSPHATE;IBUPROFEN 3 (1.4) 2 (2.0) 

CODEINE PHOSPHATE HEMIHYDRATE;PARACETAMOL 1 (0.5) 0 (0.0) 

CODEINE;IBUPROFEN 1 (0.5) 0 (0.0) 

DIHYDROCODEINE;PARACETAMOL 1 (0.5) 1 (1.0) 

PARACETAMOL;TRAMADOL HYDROCHLORIDE 1 (0.5) 1 (1.0) 

CAFFEINE;CODEINE PHOSPHATE;PARACETAMOL 0 (0.0) 1 (1.0) 

HYDROCODONE HYDROCHLORIDE;PARACETAMOL 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SOLUTIONS AFFECTING THE ELECTROLYTE BALANCE 15 (7.0) 17 (17.3) 

SODIUM CHLORIDE 4 (1.9) 8 (8.2) 

ELECTROLYTES NOS;GLUCOSE 3 (1.4) 7 (7.1) 

GLUCOSE;SODIUM CHLORIDE 3 (1.4) 2 (2.0) 

FRUCTOSE;GLUCOSE;MAGNESIUM CHLORIDE;POTASSIUM CHLORIDE;SODIUM 

CHLORIDE;SODIUM LACTATE;SODIUM PHOSPHATE MONOBASIC 

2 (0.9) 0 (0.0) 

CALCIUM CHLORIDE;POTASSIUM CHLORIDE;SODIUM CHLORIDE;SODIUM LACTATE 1 (0.5) 1 (1.0) 

CALCIUM CHLORIDE;POTASSIUM CHLORIDE;SODIUM CHLORIDE;SODIUM 

LACTATE;SORBITOL 

1 (0.5) 0 (0.0) 

FRUCTOSE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

POTASSIUM CHLORIDE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

ELECTROLYTES NOS 0 (0.0) 1 (1.0) 

SOLUTIONS AFFECTING THE ELECTROLYTE BALANCE 0 (0.0) 1 (1.0) 

 

BLOOD SUBSTITUTES AND PLASMA PROTEIN FRACTIONS 14 (6.6) 6 (6.1) 

ALBUMIN HUMAN 10 (4.7) 4 (4.1) 

ALBUMIN NOS 3 (1.4) 2 (2.0) 

HETASTARCH;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

SUCCINYLATED GELATIN 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER PLAIN VITAMIN PREPARATIONS 14 (6.6) 20 (20.4) 

PYRIDOXINE HYDROCHLORIDE 13 (6.1) 19 (19.4) 

PYRIDOXINE 1 (0.5) 0 (0.0) 

VITAMIN B NOS 1 (0.5) 0 (0.0) 

RIBOFLAVIN 0 (0.0) 1 (1.0) 

 

SULFONAMIDES, PLAIN 14 (6.6) 5 (5.1) 

FUROSEMIDE 14 (6.6) 5 (5.1) 

TORASEMIDE 3 (1.4) 0 (0.0) 

 

XANTHINES AND ADRENERGICS 14 (6.6) 8 (8.2) 

AMINOPHYLLINE;CHLORPHENAMINE MALEATE;METHOXYPHENAMINE 

HYDROCHLORIDE;NOSCAPINE 

14 (6.6) 8 (8.2) 

 

AMIDES 13 (6.1) 6 (6.1) 

LIDOCAINE HYDROCHLORIDE 8 (3.8) 3 (3.1) 

LIDOCAINE 4 (1.9) 1 (1.0) 

LIDOCAINE HYDROCHLORIDE;MENTHOL 1 (0.5) 0 (0.0) 

EPINEPHRINE;LIDOCAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

TRIMECAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

APPETITE STIMULANTS 13 (6.1) 6 (6.1) 

MEGESTROL ACETATE 12 (5.6) 6 (6.1) 

MEGESTROL 1 (0.5) 0 (0.0) 

 

ASCORBIC ACID (VITAMIN C), PLAIN 12 (5.6) 7 (7.1) 

ASCORBIC ACID 12 (5.6) 7 (7.1) 

 

BENZODIAZEPINE DERIVATIVES 12 (5.6) 10 (10.2) 

ESTAZOLAM 7 (3.3) 8 (8.2) 

MIDAZOLAM 4 (1.9) 0 (0.0) 

ALPRAZOLAM 1 (0.5) 2 (2.0) 

 

COXIBS 12 (5.6) 4 (4.1) 

CELECOXIB 11 (5.2) 4 (4.1) 

IMRECOXIB 2 (0.9) 0 (0.0) 

 

INSULINS AND ANALOGUES FOR INJECTION, FAST-ACTING 12 (5.6) 7 (7.1) 

INSULIN 12 (5.6) 7 (7.1) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SECOND-GENERATION CEPHALOSPORINS 12 (5.6) 8 (8.2) 

CEFPROZIL 4 (1.9) 0 (0.0) 

CEFACLOR 2 (0.9) 1 (1.0) 

CEFUROXIME 2 (0.9) 0 (0.0) 

CEFUROXIME SODIUM 2 (0.9) 3 (3.1) 

CEFOXITIN 1 (0.5) 0 (0.0) 

CEFUROXIME AXETIL 1 (0.5) 2 (2.0) 

CEFMETAZOLE 0 (0.0) 1 (1.0) 

CEFMETAZOLE SODIUM 0 (0.0) 2 (2.0) 

CEFOTIAM 0 (0.0) 1 (1.0) 

CEFOXITIN SODIUM 0 (0.0) 1 (1.0) 

 

OTHER ANTIHISTAMINES FOR SYSTEMIC USE 11 (5.2) 4 (4.1) 

LORATADINE 9 (4.2) 1 (1.0) 

DESLORATADINE CITRATE DISODIUM 2 (0.9) 0 (0.0) 

KETOTIFEN FUMARATE 1 (0.5) 2 (2.0) 

BISULEPIN HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ANTICHOLINERGICS 10 (4.7) 5 (5.1) 

IPRATROPIUM BROMIDE 7 (3.3) 4 (4.1) 

TIOTROPIUM 2 (0.9) 0 (0.0) 

IPRATROPIUM 1 (0.5) 0 (0.0) 

TIOTROPIUM BROMIDE 1 (0.5) 1 (1.0) 

UMECLIDINIUM 1 (0.5) 0 (0.0) 

 

ANTIDOTES 10 (4.7) 23 (23.5) 

GLUTATHIONE 10 (4.7) 23 (23.5) 

 

MEDICAL GASES 10 (4.7) 2 (2.0) 

OXYGEN 10 (4.7) 2 (2.0) 

 

OTHER IMMUNOSTIMULANTS 10 (4.7) 26 (26.5) 

LEUCOGEN 4 (1.9) 24 (24.5) 

D-RIBOSE;PEPTIDES NOS 2 (0.9) 0 (0.0) 

AMINO ACIDS NOS;NUCLEIC ACID NOS;POLYPEPTIDE 1 (0.5) 0 (0.0) 

PEPTIDES NOS;THYMALFASIN 1 (0.5) 0 (0.0) 

THYMALFASIN 1 (0.5) 2 (2.0) 

UBENIMEX 1 (0.5) 0 (0.0) 

THYMOPENTIN 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SELECTIVE BETA-2-ADRENORECEPTOR AGONISTS 10 (4.7) 5 (5.1) 

TERBUTALINE SULFATE 4 (1.9) 1 (1.0) 

SALBUTAMOL 3 (1.4) 0 (0.0) 

SALBUTAMOL SULFATE 3 (1.4) 2 (2.0) 

OLODATEROL 2 (0.9) 0 (0.0) 

TERBUTALINE 0 (0.0) 2 (2.0) 

 

ALDOSTERONE ANTAGONISTS 9 (4.2) 3 (3.1) 

SPIRONOLACTONE 9 (4.2) 3 (3.1) 

 

AMINO ACIDS 9 (4.2) 3 (3.1) 

ALANYL GLUTAMINE 5 (2.3) 0 (0.0) 

AMINOMETHYLBENZOIC ACID 2 (0.9) 1 (1.0) 

TRANEXAMIC ACID 2 (0.9) 2 (2.0) 

AMINOCAPROIC ACID 1 (0.5) 0 (0.0) 

 

BETA BLOCKING AGENTS, SELECTIVE 9 (4.2) 3 (3.1) 

METOPROLOL TARTRATE 5 (2.3) 1 (1.0) 

METOPROLOL SUCCINATE 2 (0.9) 2 (2.0) 

BISOPROLOL FUMARATE 1 (0.5) 0 (0.0) 

METOPROLOL 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

DIHYDROPYRIDINE DERIVATIVES 9 (4.2) 1 (1.0) 

NIFEDIPINE 6 (2.8) 1 (1.0) 

AMLODIPINE BESILATE 2 (0.9) 0 (0.0) 

FELODIPINE 1 (0.5) 0 (0.0) 

LEVAMLODIPINE BESILATE 1 (0.5) 0 (0.0) 

 

OTHER CARDIAC PREPARATIONS 9 (4.2) 0 (0.0) 

LEVOCARNITINE 3 (1.4) 0 (0.0) 

TRIMETAZIDINE HYDROCHLORIDE 3 (1.4) 0 (0.0) 

PHOSPHOCREATINE SODIUM 2 (0.9) 0 (0.0) 

UBIDECARENONE 2 (0.9) 0 (0.0) 

MAGNESIUM TANSHINOATE B 1 (0.5) 0 (0.0) 

 

OTHER SYSTEMIC HEMOSTATICS 9 (4.2) 8 (8.2) 

ETAMSILATE 5 (2.3) 3 (3.1) 

HAEMOCOAGULASE 5 (2.3) 5 (5.1) 

PITUITARY HORMONE, POSTERIOR LOBE 4 (1.9) 1 (1.0) 

CARBAZOCHROME SODIUM SULFONATE 2 (0.9) 1 (1.0) 

CAFFEIC ACID 1 (0.5) 0 (0.0) 

CARBAZOCHROME 1 (0.5) 3 (3.1) 

RECOMBINANT HUMAN THROMBOPOIETIN 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

POTASSIUM 9 (4.2) 8 (8.2) 

POTASSIUM CHLORIDE 6 (2.8) 5 (5.1) 

POTASSIUM MAGNESIUM ASPARTATE 3 (1.4) 0 (0.0) 

MAGNESIUM ASPARTATE;POTASSIUM ASPARTATE 0 (0.0) 1 (1.0) 

POTASSIUM CITRATE 0 (0.0) 2 (2.0) 

 

H2-RECEPTOR ANTAGONISTS 8 (3.8) 44 (44.9) 

CIMETIDINE 4 (1.9) 17 (17.3) 

RANITIDINE HYDROCHLORIDE 3 (1.4) 8 (8.2) 

RANITIDINE BISMUTH CITRATE 1 (0.5) 16 (16.3) 

RANITIDINE 0 (0.0) 4 (4.1) 

 

MACROLIDES 8 (3.8) 4 (4.1) 

AZITHROMYCIN 5 (2.3) 2 (2.0) 

CLARITHROMYCIN 2 (0.9) 1 (1.0) 

ROXITHROMYCIN 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PENICILLINS WITH EXTENDED SPECTRUM 8 (3.8) 3 (3.1) 

AMOXICILLIN 5 (2.3) 2 (2.0) 

PIPERACILLIN SODIUM 2 (0.9) 1 (1.0) 

AZLOCILLIN SODIUM 1 (0.5) 0 (0.0) 

MEZLOCILLIN SODIUM 0 (0.0) 1 (1.0) 

 

ANTIDIARRHEAL MICROORGANISMS 7 (3.3) 3 (3.1) 

BACILLUS SUBTILIS;ENTEROCOCCUS FAECALIS;LACTOBACILLUS ACIDOPHILUS 4 (1.9) 0 (0.0) 

BACILLUS SUBTILIS 1 (0.5) 0 (0.0) 

LACTOBACILLUS ACIDOPHILUS 1 (0.5) 0 (0.0) 

SACCHAROMYCES BOULARDII 1 (0.5) 0 (0.0) 

BACILLUS CEREUS;BIFIDOBACTERIUM INFANTIS;ENTEROCOCCUS 

FAECALIS;LACTOBACILLUS ACIDOPHILUS 

0 (0.0) 1 (1.0) 

BACILLUS LICHENFORMIS 0 (0.0) 1 (1.0) 

BIFIDOBACTERIUM LONGUM;ENTEROCOCCUS FAECALIS;LACTOBACILLUS ACIDOPHILUS 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PLATELET AGGREGATION INHIBITORS EXCL. HEPARIN 7 (3.3) 4 (4.1) 

ACETYLSALICYLIC ACID 4 (1.9) 3 (3.1) 

ACETYLSALICYLIC ACID;MAGNESIUM HYDROXIDE 1 (0.5) 0 (0.0) 

ALPROSTADIL 1 (0.5) 0 (0.0) 

CLOPIDOGREL BISULFATE 1 (0.5) 0 (0.0) 

OZAGREL SODIUM 1 (0.5) 0 (0.0) 

BERAPROST SODIUM 0 (0.0) 1 (1.0) 

 

PYRAZOLONES 7 (3.3) 4 (4.1) 

AMINOPHENAZONE;BARBITAL;PHENAZONE 3 (1.4) 2 (2.0) 

METAMIZOLE SODIUM 3 (1.4) 2 (2.0) 

METAMIZOLE 1 (0.5) 0 (0.0) 

 

ADRENERGICS IN COMBINATIONS WITH ANTICHOLINERGICS INCL. TRIPLE COMBINATIONS 

WITH CORTICOSTEROIDS 

6 (2.8) 1 (1.0) 

IPRATROPIUM BROMIDE;SALBUTAMOL SULFATE 5 (2.3) 1 (1.0) 

IPRATROPIUM BROMIDE MONOHYDRATE;SALBUTAMOL SULFATE 2 (0.9) 0 (0.0) 

UMECLIDINIUM BROMIDE;VILANTEROL TRIFENATATE 1 (0.5) 0 (0.0) 

 

ENEMAS 6 (2.8) 4 (4.1) 

GLYCEROL 6 (2.8) 4 (4.1) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

EXPECTORANTS 6 (2.8) 5 (5.1) 

AMMONIUM CHLORIDE;PROMETHAZINE HYDROCHLORIDE;SULFOGAIACOL 2 (0.9) 0 (0.0) 

FUDOSTEINE 2 (0.9) 4 (4.1) 

GUAIFENESIN 2 (0.9) 0 (0.0) 

AMMONIUM CHLORIDE;GLYCYRRHIZA GLABRA 0 (0.0) 1 (1.0) 

 

HEPARIN GROUP 6 (2.8) 6 (6.1) 

ENOXAPARIN SODIUM 2 (0.9) 0 (0.0) 

HEPARIN CALCIUM 2 (0.9) 3 (3.1) 

HEPARIN SODIUM 1 (0.5) 1 (1.0) 

NADROPARIN CALCIUM 1 (0.5) 2 (2.0) 

ENOXAPARIN 0 (0.0) 1 (1.0) 

 

IMIDAZOLE DERIVATIVES 6 (2.8) 0 (0.0) 

METRONIDAZOLE 4 (1.9) 0 (0.0) 

ORNIDAZOLE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

TINIDAZOLE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PIPERAZINE DERIVATIVES 6 (2.8) 0 (0.0) 

CETIRIZINE HYDROCHLORIDE 3 (1.4) 0 (0.0) 

LEVOCETIRIZINE DIHYDROCHLORIDE 3 (1.4) 0 (0.0) 

LEVOCETIRIZINE 1 (0.5) 0 (0.0) 

 

SOLUTIONS PRODUCING OSMOTIC DIURESIS 6 (2.8) 2 (2.0) 

MANNITOL 6 (2.8) 2 (2.0) 

FRUCTOSE;GLYCEROL;SODIUM CHLORIDE 0 (0.0) 1 (1.0) 

 

COMBINATIONS OF VITAMINS 5 (2.3) 2 (2.0) 

ERGOCALCIFEROL;PHYTOMENADIONE;RETINOL;VITAMIN E NOS 4 (1.9) 1 (1.0) 

VITAMIN B NOS 1 (0.5) 0 (0.0) 

VITAMINS NOS 0 (0.0) 1 (1.0) 

 

ENZYME PREPARATIONS 5 (2.3) 0 (0.0) 

ASPERGILLUS ORYZAE ENZYME;PANCREATIN 2 (0.9) 0 (0.0) 

PANCREATIN 2 (0.9) 0 (0.0) 

ENZYME PREPARATIONS 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER ANALGESICS AND ANTIPYRETICS 5 (2.3) 2 (2.0) 

GABAPENTIN 3 (1.4) 1 (1.0) 

PREGABALIN 2 (0.9) 1 (1.0) 

 

OTHER ANTIANEMIC PREPARATIONS 5 (2.3) 2 (2.0) 

ERYTHROPOIETIN HUMAN 5 (2.3) 2 (2.0) 

EPOETIN ALFA 1 (0.5) 0 (0.0) 

 

TRIAZOLE DERIVATIVES 5 (2.3) 6 (6.1) 

FLUCONAZOLE;SODIUM CHLORIDE 5 (2.3) 2 (2.0) 

VORICONAZOLE 1 (0.5) 3 (3.1) 

FLUCONAZOLE 0 (0.0) 3 (3.1) 

 

VITAMIN B12 (CYANOCOBALAMIN AND ANALOGUES) 5 (2.3) 4 (4.1) 

MECOBALAMIN 4 (1.9) 3 (3.1) 

VITAMIN B12 NOS 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

AMINOALKYL ETHERS 4 (1.9) 25 (25.5) 

DIPHENHYDRAMINE HYDROCHLORIDE 3 (1.4) 12 (12.2) 

DIPHENHYDRAMINE 1 (0.5) 11 (11.2) 

CHLORPHENOXAMINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

CLEMASTINE 0 (0.0) 2 (2.0) 

 

BILE AND LIVER THERAPY 4 (1.9) 3 (3.1) 

BICYCLOL 4 (1.9) 3 (3.1) 

 

CALCIUM, COMBINATIONS WITH VITAMIN D AND/OR OTHER DRUGS 4 (1.9) 1 (1.0) 

CALCIUM CARBONATE;COLECALCIFEROL 4 (1.9) 1 (1.0) 

 

CARBAPENEMS 4 (1.9) 8 (8.2) 

CILASTATIN SODIUM;IMIPENEM 3 (1.4) 2 (2.0) 

MEROPENEM 2 (0.9) 2 (2.0) 

BIAPENEM 0 (0.0) 2 (2.0) 

ERTAPENEM 0 (0.0) 1 (1.0) 

IMIPENEM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

COMBINATIONS AND COMPLEXES OF ALUMINIUM, CALCIUM AND MAGNESIUM COMPOUNDS 4 (1.9) 1 (1.0) 

HYDROTALCITE 3 (1.4) 1 (1.0) 

CALCIUM CARBONATE;MAGNESIUM CARBONATE 1 (0.5) 0 (0.0) 

 

DIAZEPINES, OXAZEPINES, THIAZEPINES AND OXEPINES 4 (1.9) 3 (3.1) 

OLANZAPINE 4 (1.9) 3 (3.1) 

 

FAT/CARBOHYDRATES/PROTEINS/MINERALS/VITAMINS, COMBINATIONS 4 (1.9) 3 (3.1) 

CASEIN;HERBAL OIL NOS;MALTODEXTRIN;MINERALS NOS;TRACE ELEMENTS 

NOS;VITAMINS NOS 

2 (0.9) 2 (2.0) 

CASEIN;FATS NOS;FIBRE, DIETARY;MALTODEXTRIN;MINERALS NOS;VITAMINS NOS 1 (0.5) 1 (1.0) 

NUTRIENTS NOS 1 (0.5) 0 (0.0) 

 

IRON IN OTHER COMBINATIONS 4 (1.9) 1 (1.0) 

ASCORBIC ACID;FERROUS SULFATE 2 (0.9) 0 (0.0) 

COPPER GLUCONATE;FERROUS GLUCONATE;MANGANESE GLUCONATE 2 (0.9) 1 (1.0) 

 

NEURAMINIDASE INHIBITORS 4 (1.9) 2 (2.0) 

OSELTAMIVIR PHOSPHATE 4 (1.9) 1 (1.0) 

OSELTAMIVIR 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ORGANIC NITRATES 4 (1.9) 0 (0.0) 

GLYCERYL TRINITRATE 2 (0.9) 0 (0.0) 

ISOSORBIDE MONONITRATE 2 (0.9) 0 (0.0) 

 

OTHER CENTRALLY ACTING AGENTS 4 (1.9) 0 (0.0) 

CYCLOBENZAPRINE 1 (0.5) 0 (0.0) 

ETODOLAC;THIOCOLCHICOSIDE 1 (0.5) 0 (0.0) 

THIOCOLCHICOSIDE 1 (0.5) 0 (0.0) 

TIZANIDINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

OTHER DERMATOLOGICALS 4 (1.9) 0 (0.0) 

MAGNESIUM SULFATE 4 (1.9) 0 (0.0) 

 

OTHER INTESTINAL ADSORBENTS 4 (1.9) 5 (5.1) 

MONTMORILLONITE 3 (1.4) 5 (5.1) 

DIOSMECTITE 1 (0.5) 0 (0.0) 

 

PHENOTHIAZINE DERIVATIVES 4 (1.9) 6 (6.1) 

PROMETHAZINE HYDROCHLORIDE 3 (1.4) 5 (5.1) 

PROMETHAZINE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PHENYLPIPERIDINE DERIVATIVES 4 (1.9) 0 (0.0) 

FENTANYL 4 (1.9) 0 (0.0) 

 

THIAZIDES, PLAIN 4 (1.9) 0 (0.0) 

HYDROCHLOROTHIAZIDE 4 (1.9) 0 (0.0) 

 

ADRENERGIC AND DOPAMINERGIC AGENTS 3 (1.4) 1 (1.0) 

DOPAMINE HYDROCHLORIDE 1 (0.5) 1 (1.0) 

EPINEPHRINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

METARAMINOL TARTRATE 1 (0.5) 0 (0.0) 

NOREPINEPHRINE 1 (0.5) 0 (0.0) 

NOREPINEPHRINE BITARTRATE 1 (0.5) 0 (0.0) 

 

ALPHA-ADRENORECEPTOR ANTAGONISTS 3 (1.4) 2 (2.0) 

TAMSULOSIN HYDROCHLORIDE 2 (0.9) 1 (1.0) 

TAMSULOSIN 1 (0.5) 1 (1.0) 

 

ANTIARRHYTHMICS, CLASS III 3 (1.4) 1 (1.0) 

AMIODARONE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

AMIODARONE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

COLONY STIMULATING FACTORS 3 (1.4) 57 (58.2) 

GRANULOCYTE COLONY STIMULATING FACTOR 3 (1.4) 53 (54.1) 

FILGRASTIM 0 (0.0) 4 (4.1) 

GRANULOCYTE MACROPHAGE COLONY STIM FACTOR 0 (0.0) 1 (1.0) 

PEG GRANULOCYTE COLONY STIMULATING FACTOR 0 (0.0) 6 (6.1) 

 

CORTICOSTEROIDS, POTENT (GROUP III) 3 (1.4) 0 (0.0) 

BETAMETHASONE DIPROPIONATE 1 (0.5) 0 (0.0) 

HALOMETASONE 1 (0.5) 0 (0.0) 

MOMETASONE FUROATE 1 (0.5) 0 (0.0) 

 

FIRST-GENERATION CEPHALOSPORINS 3 (1.4) 1 (1.0) 

CEFALEXIN 2 (0.9) 0 (0.0) 

CEFAZOLIN SODIUM 1 (0.5) 0 (0.0) 

CEFTEZOLE 0 (0.0) 1 (1.0) 

 

GENERAL NUTRIENTS 3 (1.4) 0 (0.0) 

GENERAL NUTRIENTS 3 (1.4) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

IMIDAZOLE AND TRIAZOLE DERIVATIVES 3 (1.4) 0 (0.0) 

CLOBETASOL PROPIONATE;KETOCONAZOLE 2 (0.9) 0 (0.0) 

CLOTRIMAZOLE 1 (0.5) 0 (0.0) 

HYDROCORTISONE;MICONAZOLE 1 (0.5) 0 (0.0) 

 

IRON PREPARATIONS 3 (1.4) 2 (2.0) 

IRON POLYSACCHARIDE COMPLEX 2 (0.9) 2 (2.0) 

IRON DEXTRAN 1 (0.5) 0 (0.0) 

 

IRON, PARENTERAL PREPARATIONS 3 (1.4) 0 (0.0) 

SACCHARATED IRON OXIDE 3 (1.4) 0 (0.0) 

 

LEUKOTRIENE RECEPTOR ANTAGONISTS 3 (1.4) 3 (3.1) 

MONTELUKAST SODIUM 3 (1.4) 2 (2.0) 

MONTELUKAST 0 (0.0) 1 (1.0) 

 

OPIOID ANESTHETICS 3 (1.4) 0 (0.0) 

FENTANYL CITRATE 1 (0.5) 0 (0.0) 

REMIFENTANIL HYDROCHLORIDE 1 (0.5) 0 (0.0) 

SUFENTANIL CITRATE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER ANTIEMETICS 3 (1.4) 5 (5.1) 

APREPITANT 1 (0.5) 1 (1.0) 

DIMENHYDRINATE 1 (0.5) 1 (1.0) 

HYOSCINE 1 (0.5) 0 (0.0) 

AZASETRON HYDROCHLORIDE;SODIUM CHLORIDE 0 (0.0) 1 (1.0) 

DIPHENHYDRAMINE 0 (0.0) 1 (1.0) 

DIPHENHYDRAMINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

PROMETHAZINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

OTHER GENERAL ANESTHETICS 3 (1.4) 0 (0.0) 

PROPOFOL 3 (1.4) 0 (0.0) 

 

SUBSTITUTED ALKYLAMINES 3 (1.4) 1 (1.0) 

CHLORPHENAMINE MALEATE 3 (1.4) 0 (0.0) 

PHENIRAMINE 0 (0.0) 1 (1.0) 

 

VITAMIN B-COMPLEX, INCL. COMBINATIONS 3 (1.4) 0 (0.0) 

VITAMIN B-COMPLEX, INCL. COMBINATIONS 3 (1.4) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ADRENERGICS IN COMBINATION WITH CORTICOSTEROIDS OR OTHER DRUGS, EXCL. 

ANTICHOLINERGICS 

2 (0.9) 1 (1.0) 

FLUTICASONE PROPIONATE;SALMETEROL XINAFOATE 2 (0.9) 0 (0.0) 

BUDESONIDE;FORMOTEROL 0 (0.0) 1 (1.0) 

 

ALPHA GLUCOSIDASE INHIBITORS 2 (0.9) 0 (0.0) 

ACARBOSE 2 (0.9) 0 (0.0) 

 

ALPHA- AND BETA-ADRENORECEPTOR AGONISTS 2 (0.9) 0 (0.0) 

EPINEPHRINE 1 (0.5) 0 (0.0) 

EPINEPHRINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

ANTIPROPULSIVES 2 (0.9) 4 (4.1) 

LOPERAMIDE 2 (0.9) 1 (1.0) 

LOPERAMIDE HYDROCHLORIDE 0 (0.0) 3 (3.1) 

 

BENZODIAZEPINE RELATED DRUGS 2 (0.9) 1 (1.0) 

ZOLPIDEM 1 (0.5) 0 (0.0) 

ZOPICLONE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

BIGUANIDES 2 (0.9) 3 (3.1) 

METFORMIN HYDROCHLORIDE 2 (0.9) 3 (3.1) 

 

BILE ACIDS AND DERIVATIVES 2 (0.9) 0 (0.0) 

URSODEOXYCHOLIC ACID 2 (0.9) 0 (0.0) 

 

CARBAMIDE PRODUCTS 2 (0.9) 0 (0.0) 

UREA 2 (0.9) 0 (0.0) 

 

CONTACT LAXATIVES 2 (0.9) 1 (1.0) 

DOCUSATE SODIUM;SENNOSIDE A+B 1 (0.5) 0 (0.0) 

SENNOSIDE A+B 1 (0.5) 0 (0.0) 

SENNA ALEXANDRINA LEAF 0 (0.0) 1 (1.0) 

 

CORTICOSTEROIDS, VERY POTENT (GROUP IV) 2 (0.9) 0 (0.0) 

CLOBETASOL PROPIONATE 1 (0.5) 0 (0.0) 

HALCINONIDE 1 (0.5) 0 (0.0) 

 

DRUGS FOR PEPTIC ULCER AND GASTRO-OESOPHAGEAL REFLUX DISEASE (GORD) 2 (0.9) 1 (1.0) 

MONTMORILLONITE 1 (0.5) 0 (0.0) 

TEPRENONE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

FATTY ACID DERIVATIVES 2 (0.9) 0 (0.0) 

VALPROATE SODIUM 2 (0.9) 0 (0.0) 

 

FIBRATES 2 (0.9) 0 (0.0) 

BEZAFIBRATE 1 (0.5) 0 (0.0) 

FENOFIBRATE 1 (0.5) 0 (0.0) 

 

GLYCOPEPTIDE ANTIBACTERIALS 2 (0.9) 1 (1.0) 

VANCOMYCIN 1 (0.5) 0 (0.0) 

VANCOMYCIN HYDROCHLORIDE 1 (0.5) 1 (1.0) 

 

HMG COA REDUCTASE INHIBITORS 2 (0.9) 1 (1.0) 

ATORVASTATIN 1 (0.5) 0 (0.0) 

ATORVASTATIN CALCIUM 1 (0.5) 1 (1.0) 

 

HYPNOTICS AND SEDATIVES 2 (0.9) 1 (1.0) 

PROMETHAZINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

CAFFEINE;CODEINE PHOSPHATE;METAMIZOLE SODIUM;NAPROXEN;PHENOBARBITAL 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

IMIDAZOLINE RECEPTOR AGONISTS IN COMBINATION WITH DIURETICS 2 (0.9) 0 (0.0) 

CHLORTALIDONE;CLONIDINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CHRYSANTHEMUM INDICUM;CLONIDINE HYDROCHLORIDE;CONCHA 

MARGARITIFERA;HYDROCHLOROTHIAZIDE;RUTOSIDE 

1 (0.5) 0 (0.0) 

 

INSULINS AND ANALOGUES FOR INJECTION, INTERMEDIATE- OR LONG-ACTING COMBINED 

WITH FAST-ACTING 

2 (0.9) 0 (0.0) 

INSULIN LISPRO;INSULIN LISPRO PROTAMINE SUSPENSION 2 (0.9) 0 (0.0) 

INSULIN HUMAN;INSULIN HUMAN INJECTION, ISOPHANE 1 (0.5) 0 (0.0) 

 

LINCOSAMIDES 2 (0.9) 1 (1.0) 

CLINDAMYCIN PHOSPHATE 2 (0.9) 0 (0.0) 

CLINDAMYCIN PALMITATE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

NUCLEOSIDES AND NUCLEOTIDES EXCL. REVERSE TRANSCRIPTASE INHIBITORS 2 (0.9) 1 (1.0) 

ACICLOVIR 1 (0.5) 0 (0.0) 

RIBAVIRIN 1 (0.5) 1 (1.0) 

 

OTHER ALIMENTARY TRACT AND METABOLISM PRODUCTS 2 (0.9) 0 (0.0) 

CLOSTRIDIUM BUTYRICUM 2 (0.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER ANTIVIRALS 2 (0.9) 2 (2.0) 

IMIDAZOLYL ETHANAMIDE PENTANDIOIC ACID 2 (0.9) 0 (0.0) 

DEHYDROANDROGRAPHOLIDE SUCCINATE K NA 0 (0.0) 2 (2.0) 

 

OTHER CARDIAC COMBINATION PRODUCTS 2 (0.9) 0 (0.0) 

LIGUSTRAZINE HYDROCHLORIDE;SALVIA MILTIORRHIZA 1 (0.5) 0 (0.0) 

MAGNESIUM ASPARTATE;POTASSIUM ASPARTATE 1 (0.5) 0 (0.0) 

 

OTHER DRUGS FOR PEPTIC ULCER AND GASTRO-OESOPHAGEAL REFLUX DISEASE (GORD) 2 (0.9) 2 (2.0) 

BISMUTH PECTIN 1 (0.5) 0 (0.0) 

LEVOGLUTAMIDE;SODIUM GUALENATE 1 (0.5) 0 (0.0) 

SUCRALFATE 0 (0.0) 1 (1.0) 

TRIPOTASSIUM DICITRATOBISMUTHATE 0 (0.0) 1 (1.0) 

 

OTHER HYPNOTICS AND SEDATIVES 2 (0.9) 0 (0.0) 

DEXMEDETOMIDINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

OTHER OPHTHALMOLOGICALS 2 (0.9) 1 (1.0) 

CARBOMER 1 (0.5) 0 (0.0) 

HYALURONATE SODIUM 1 (0.5) 0 (0.0) 

BOVINE BASIC FIBROBLAST GROWTH FACTOR 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PHOSPHODIESTERASE INHIBITORS 2 (0.9) 0 (0.0) 

BUCLADESINE CALCIUM 1 (0.5) 0 (0.0) 

MILRINONE LACTATE 1 (0.5) 0 (0.0) 

 

PROGESTOGENS 2 (0.9) 0 (0.0) 

MEDROXYPROGESTERONE 2 (0.9) 0 (0.0) 

 

SALICYLIC ACID AND DERIVATIVES 2 (0.9) 1 (1.0) 

ACETYLSALICYLATE LYSINE 2 (0.9) 1 (1.0) 

 

SODIUM 2 (0.9) 1 (1.0) 

SODIUM CHLORIDE 2 (0.9) 1 (1.0) 

 

SUBSTITUTED ETHYLENE DIAMINES 2 (0.9) 0 (0.0) 

CHLOROPYRAMINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

TESTOSTERONE-5-ALPHA REDUCTASE INHIBITORS 2 (0.9) 2 (2.0) 

FINASTERIDE 2 (0.9) 2 (2.0) 

 

VITAMINS WITH MINERALS 2 (0.9) 0 (0.0) 

MINERALS NOS;VITAMINS NOS 2 (0.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ACE INHIBITORS, PLAIN 1 (0.5) 0 (0.0) 

CAPTOPRIL 1 (0.5) 0 (0.0) 

 

ALUMINIUM COMPOUNDS 1 (0.5) 0 (0.0) 

ALUMINIUM HYDROXIDE 1 (0.5) 0 (0.0) 

 

AMINOSALICYLIC ACID AND SIMILAR AGENTS 1 (0.5) 0 (0.0) 

MESALAZINE 1 (0.5) 0 (0.0) 

 

ANESTHETICS, LOCAL 1 (0.5) 1 (1.0) 

TETRACAINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

LIDOCAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

ANTIDEPRESSANTS IN COMBINATION WITH PSYCHOLEPTICS 1 (0.5) 0 (0.0) 

FLUPENTIXOL;MELITRACEN 1 (0.5) 0 (0.0) 

 

ANTIINFECTIVES 1 (0.5) 0 (0.0) 

OFLOXACIN 1 (0.5) 0 (0.0) 

 

ANTIINFLAMMATORY AGENTS, NON-STEROIDS 1 (0.5) 1 (1.0) 

PRANOPROFEN 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ANTIINFLAMMATORY PREPARATIONS, NON-STEROIDS FOR TOPICAL USE 1 (0.5) 1 (1.0) 

FLURBIPROFEN 1 (0.5) 0 (0.0) 

DICLOFENAC 0 (0.0) 1 (1.0) 

 

ANTIPRURITICS, INCL. ANTIHISTAMINES, ANESTHETICS, ETC. 1 (0.5) 0 (0.0) 

ANTIPRURITICS, INCL. ANTIHISTAMINES, ANESTHETICS, ETC. 1 (0.5) 0 (0.0) 

 

ANTISEPTICS 1 (0.5) 0 (0.0) 

MIRAMISTIN 1 (0.5) 0 (0.0) 

 

ANTIVERTIGO PREPARATIONS 1 (0.5) 0 (0.0) 

BETAHISTINE MESILATE 1 (0.5) 0 (0.0) 

FLUNARIZINE DIHYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

ANTIVIRALS FOR SYSTEMIC USE 1 (0.5) 1 (1.0) 

ANTIVIRALS FOR SYSTEMIC USE 1 (0.5) 1 (1.0) 

 

ANTIVIRALS FOR TREATMENT OF HIV INFECTIONS, COMBINATIONS 1 (0.5) 0 (0.0) 

LOPINAVIR;RITONAVIR 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

BELLADONNA ALKALOIDS, SEMISYNTHETIC, QUATERNARY AMMONIUM COMPOUNDS 1 (0.5) 1 (1.0) 

HYOSCINE 1 (0.5) 0 (0.0) 

HYOSCINE BUTYLBROMIDE 0 (0.0) 1 (1.0) 

 

BELLADONNA ALKALOIDS, TERTIARY AMINES 1 (0.5) 2 (2.0) 

ANISODAMINE 1 (0.5) 2 (2.0) 

 

BETA-LACTAMASE SENSITIVE PENICILLINS 1 (0.5) 0 (0.0) 

PHENOXYMETHYLPENICILLIN POTASSIUM 1 (0.5) 0 (0.0) 

 

BLOOD AND RELATED PRODUCTS 1 (0.5) 0 (0.0) 

BLOOD, CALF, DEPROT., LMW PORTION 1 (0.5) 0 (0.0) 

 

CARBONIC ANHYDRASE INHIBITORS 1 (0.5) 0 (0.0) 

DORZOLAMIDE 1 (0.5) 0 (0.0) 

 

CORTICOSTEROIDS, MODERATELY POTENT (GROUP II) 1 (0.5) 0 (0.0) 

DESONIDE 1 (0.5) 0 (0.0) 

 

CORTICOSTEROIDS, MODERATELY POTENT, OTHER COMBINATIONS 1 (0.5) 0 (0.0) 

FLUMETASONE;SALICYLIC ACID 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

CORTICOSTEROIDS, PLAIN 1 (0.5) 0 (0.0) 

DEXAMETHASONE 1 (0.5) 0 (0.0) 

 

CORTICOSTEROIDS, WEAK (GROUP I) 1 (0.5) 0 (0.0) 

HYDROCORTISONE ACETATE 1 (0.5) 0 (0.0) 

 

COUGH AND COLD PREPARATIONS 1 (0.5) 1 (1.0) 

BERGENIN;CHLORPHENAMINE 1 (0.5) 0 (0.0) 

COUGH AND COLD PREPARATIONS 0 (0.0) 1 (1.0) 

 

DIGITALIS GLYCOSIDES 1 (0.5) 0 (0.0) 

DESLANOSIDE 1 (0.5) 0 (0.0) 

 

DIPEPTIDYL PEPTIDASE 4 (DPP-4) INHIBITORS 1 (0.5) 0 (0.0) 

LINAGLIPTIN 1 (0.5) 0 (0.0) 

 

DIRECT FACTOR XA INHIBITORS 1 (0.5) 1 (1.0) 

RIVAROXABAN 1 (0.5) 1 (1.0) 

 

ETHERS, CHEMICALLY CLOSE TO ANTIHISTAMINES 1 (0.5) 0 (0.0) 

CAFFEINE;METAMIZOLE SODIUM;ORPHENADRINE CITRATE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

FIBRINOGEN 1 (0.5) 0 (0.0) 

FACTOR I (FIBRINOGEN) 1 (0.5) 0 (0.0) 

 

FOLIC ACID AND DERIVATIVES 1 (0.5) 3 (3.1) 

FOLIC ACID 1 (0.5) 3 (3.1) 

 

I.V. SOLUTION ADDITIVES 1 (0.5) 0 (0.0) 

BIOTIN;CYANOCOBALAMIN;ERGOCALCIFEROL;FOLIC 

ACID;GLYCINE;NICOTINAMIDE;PANTOTHENATE 

SODIUM;PHYTOMENADIONE;PYRIDOXINE HYDROCHLORIDE;RETINOL;RIBOFLAVIN 

SODIUM PHOSPHATE;SODIUM ASCORBATE;THIAMINE MONONITRATE;VITAMIN E NOS 

1 (0.5) 0 (0.0) 

 

IMMUNE SERA 1 (0.5) 0 (0.0) 

TETANUS ANTITOXIN 1 (0.5) 0 (0.0) 

 

INSULINS AND ANALOGUES FOR INJECTION, LONG-ACTING 1 (0.5) 0 (0.0) 

INSULIN ZINC PROTAMINE INJECTION 1 (0.5) 0 (0.0) 

 

IRON BIVALENT, ORAL PREPARATIONS 1 (0.5) 2 (2.0) 

FERROUS SUCCINATE 1 (0.5) 1 (1.0) 

FERROUS GLYCINE SULFATE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

LOCAL HEMOSTATICS 1 (0.5) 1 (1.0) 

EPINEPHRINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

EPINEPHRINE 0 (0.0) 1 (1.0) 

 

MAGNESIUM 1 (0.5) 0 (0.0) 

MAGNESIUM 1 (0.5) 0 (0.0) 

 

MONOBACTAMS 1 (0.5) 0 (0.0) 

AZTREONAM 1 (0.5) 0 (0.0) 

 

MULTIVITAMINS, PLAIN 1 (0.5) 0 (0.0) 

ASCORBIC ACID;BIOTIN;COLECALCIFEROL;DEXPANTHENOL;FOLIC 

ACID;NICOTINAMIDE;PYRIDOXINE HYDROCHLORIDE;RETINOL PALMITATE;RIBOFLAVIN 

SODIUM PHOSPHATE;TOCOPHEROL;VITAMIN B1 NOS;VITAMIN B12 NOS 

1 (0.5) 0 (0.0) 

 

ORIPAVINE DERIVATIVES 1 (0.5) 0 (0.0) 

BUPRENORPHINE 1 (0.5) 0 (0.0) 

 

OTHER AGENTS AGAINST AMOEBIASIS AND OTHER PROTOZOAL DISEASES 1 (0.5) 0 (0.0) 

EMETINE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER AGENTS FOR TREATMENT OF HEMORRHOIDS AND ANAL FISSURES FOR TOPICAL USE 1 (0.5) 0 (0.0) 

OTHER AGENTS FOR TREATMENT OF HEMORRHOIDS AND ANAL FISSURES FOR TOPICAL 

USE 

1 (0.5) 0 (0.0) 

 

OTHER AMINOGLYCOSIDES 1 (0.5) 2 (2.0) 

GENTAMICIN SULFATE;PROCAINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

AMIKACIN 0 (0.0) 1 (1.0) 

ETIMICIN SULFATE 0 (0.0) 1 (1.0) 

GENTAMICIN 0 (0.0) 1 (1.0) 

 

OTHER ANTI-ACNE PREPARATIONS FOR TOPICAL USE 1 (0.5) 0 (0.0) 

ALLANTOIN;TOCOPHEROL 1 (0.5) 0 (0.0) 

 

OTHER ANTIDEPRESSANTS 1 (0.5) 0 (0.0) 

MIRTAZAPINE 1 (0.5) 0 (0.0) 

 

OTHER ANTIDIARRHEALS 1 (0.5) 0 (0.0) 

BERBERINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

OTHER ANTIEPILEPTICS 1 (0.5) 0 (0.0) 

LEVETIRACETAM 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER ANTIINFLAMMATORY AND ANTIRHEUMATIC AGENTS, NON-STEROIDS 1 (0.5) 1 (1.0) 

NIMESULIDE 1 (0.5) 0 (0.0) 

RABBIT VACCINIA EXTRACT 0 (0.0) 1 (1.0) 

 

OTHER ANTIPRURITICS 1 (0.5) 0 (0.0) 

CALAMINE 1 (0.5) 0 (0.0) 

 

OTHER CARDIAC STIMULANTS 1 (0.5) 0 (0.0) 

ATROPINE SULFATE 1 (0.5) 0 (0.0) 

 

OTHER COLD PREPARATIONS 1 (0.5) 0 (0.0) 

BORNEOL;COW BEZOAR;GLYCYRRHIZA SPP.;INDIGO;MENTHOL;TERMINALIA CHEBULA 1 (0.5) 0 (0.0) 

 

OTHER COMBINATIONS OF NUTRIENTS 1 (0.5) 0 (0.0) 

CARBOHYDRATES NOS;FATTY ACIDS NOS;FIBRE SOLUBLE;MINERALS NOS;PROTEINS 

NOS 

1 (0.5) 0 (0.0) 

 

OTHER DERMATOLOGICAL PREPARATIONS 1 (0.5) 0 (0.0) 

OTHER DERMATOLOGICAL PREPARATIONS 1 (0.5) 0 (0.0) 

 

OTHER DRUGS AFFECTING BONE STRUCTURE AND MINERALIZATION 1 (0.5) 0 (0.0) 

DENOSUMAB 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER DRUGS FOR CONSTIPATION 1 (0.5) 2 (2.0) 

CITRUS SPP. UNRIPE FRUIT;MAGNOLIA SPP. BARK;RHEUM SPP. RHIZOME;SODIUM 

SULFATE ANHYDROUS 

1 (0.5) 0 (0.0) 

GLYCEROL 0 (0.0) 1 (1.0) 

OTHER DRUGS FOR CONSTIPATION 0 (0.0) 1 (1.0) 

 

OTHER DRUGS FOR FUNCTIONAL GASTROINTESTINAL DISORDERS 1 (0.5) 0 (0.0) 

SIMETICONE 1 (0.5) 0 (0.0) 

 

OTHER GYNECOLOGICALS 1 (0.5) 0 (0.0) 

INDOMETACIN;SALBUTAMOL SULFATE 1 (0.5) 0 (0.0) 

 

OTHER HEMATOLOGICAL AGENTS 1 (0.5) 0 (0.0) 

HAEMAGGLUTININ 1 (0.5) 0 (0.0) 

 

OTHER LIPID MODIFYING AGENTS 1 (0.5) 0 (0.0) 

FISH OIL 1 (0.5) 0 (0.0) 

 

OTHER MINERAL PRODUCTS 1 (0.5) 0 (0.0) 

MAGNESIUM ASPARTATE;POTASSIUM ASPARTATE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER NON-THERAPEUTIC AUXILIARY PRODUCTS 1 (0.5) 1 (1.0) 

ETHYLENEDIAMINE DIACETURATE 1 (0.5) 1 (1.0) 

 

OTHER RESPIRATORY SYSTEM PRODUCTS 1 (0.5) 0 (0.0) 

AMBROXOL HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

PREGNEN (4) DERIVATIVES 1 (0.5) 0 (0.0) 

PROGESTERONE 1 (0.5) 0 (0.0) 

 

PREPARATIONS INHIBITING URIC ACID PRODUCTION 1 (0.5) 1 (1.0) 

ALLOPURINOL 1 (0.5) 1 (1.0) 

 

PREPARATIONS WITH NO EFFECT ON URIC ACID METABOLISM 1 (0.5) 0 (0.0) 

COLCHICINE 1 (0.5) 0 (0.0) 

 

QUINOLINE DERIVATIVES 1 (0.5) 0 (0.0) 

CLIOQUINOL 1 (0.5) 0 (0.0) 

 

RESPIRATORY STIMULANTS 1 (0.5) 0 (0.0) 

LOBELINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

NIKETHAMIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SALICYLIC ACID PREPARATIONS 1 (0.5) 0 (0.0) 

BENZOIC ACID;SALICYLIC ACID 1 (0.5) 0 (0.0) 

 

SOFTENERS, EMOLLIENTS 1 (0.5) 0 (0.0) 

PARAFFIN, LIQUID 1 (0.5) 0 (0.0) 

 

SULFONAMIDES 1 (0.5) 0 (0.0) 

SULFACETAMIDE 1 (0.5) 0 (0.0) 

 

SULFONYLUREAS 1 (0.5) 0 (0.0) 

GLIMEPIRIDE 1 (0.5) 0 (0.0) 

 

SULFUR-CONTAINING IMIDAZOLE DERIVATIVES 1 (0.5) 0 (0.0) 

THIAMAZOLE 1 (0.5) 0 (0.0) 

 

SYMPATHOMIMETICS, PLAIN 1 (0.5) 1 (1.0) 

XYLOMETAZOLINE 1 (0.5) 0 (0.0) 

OXYMETAZOLINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

TESTS FOR ALLERGIC DISEASES 1 (0.5) 1 (1.0) 

ANTIBACTERIAL SKIN TEST 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

TONICS 1 (0.5) 0 (0.0) 

SUCCINIC ACID 1 (0.5) 0 (0.0) 

 

VARIOUS ALIMENTARY TRACT AND METABOLISM PRODUCTS 1 (0.5) 6 (6.1) 

SODIUM BICARBONATE 1 (0.5) 0 (0.0) 

ADENOSINE;COENZYME A;NADIDE 0 (0.0) 4 (4.1) 

GLUCUROLACTONE 0 (0.0) 1 (1.0) 

OXIDIZED STARCH 0 (0.0) 1 (1.0) 

 

VITAMIN D AND ANALOGUES 1 (0.5) 1 (1.0) 

CALCITRIOL 1 (0.5) 1 (1.0) 

 

VITAMINS 1 (0.5) 0 (0.0) 

VITAMINS NOS 1 (0.5) 0 (0.0) 

 

ANTACIDS WITH SODIUM BICARBONATE 0 (0.0) 1 (1.0) 

SODIUM BICARBONATE 0 (0.0) 1 (1.0) 

 

ANTICHOLINERGIC AGENTS 0 (0.0) 1 (1.0) 

ANISODAMINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ANTIINFECTIVES AND ANTISEPTICS FOR LOCAL ORAL TREATMENT 0 (0.0) 2 (2.0) 

NYSTATIN 0 (0.0) 2 (2.0) 

 

ANTIINFECTIVES FOR SYSTEMIC USE 0 (0.0) 1 (1.0) 

ANTIINFECTIVES FOR SYSTEMIC USE 0 (0.0) 1 (1.0) 

 

ANTINEOPLASTIC AGENTS 0 (0.0) 1 (1.0) 

ANTINEOPLASTIC AGENTS 0 (0.0) 1 (1.0) 

 

BELLADONNA AND DERIVATIVES IN COMBINATION WITH PSYCHOLEPTICS 0 (0.0) 1 (1.0) 

HYOSCINE HYDROBROMIDE;PHENOBARBITAL 0 (0.0) 1 (1.0) 

 

BETA-LACTAM ANTIBACTERIALS, PENICILLINS 0 (0.0) 1 (1.0) 

PENICILLIN NOS 0 (0.0) 1 (1.0) 

 

CARBOHYDRATES 0 (0.0) 1 (1.0) 

GLUCOSE 0 (0.0) 1 (1.0) 

 

DETOXIFYING AGENTS FOR ANTINEOPLASTIC TREATMENT 0 (0.0) 1 (1.0) 

AMIFOSTINE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

HEPARINS OR HEPARINOIDS FOR TOPICAL USE 0 (0.0) 2 (2.0) 

MUCOPOLYSACCHARIDE POLYSULFURIC ACID ESTER 0 (0.0) 2 (2.0) 

 

I.V. SOLUTIONS 0 (0.0) 1 (1.0) 

I.V. SOLUTIONS 0 (0.0) 1 (1.0) 

 

IMMUNOGLOBULINS 0 (0.0) 1 (1.0) 

IMMUNOGLOBULINS NOS 0 (0.0) 1 (1.0) 

 

INSULINS AND ANALOGUES FOR INJECTION, INTERMEDIATE-ACTING 0 (0.0) 1 (1.0) 

INSULIN ISOPHANE, HUMAN BIOSYNTHETIC 0 (0.0) 1 (1.0) 

 

INTERLEUKINS 0 (0.0) 2 (2.0) 

OPRELVEKIN 0 (0.0) 2 (2.0) 

 

IRON IN COMBINATION WITH FOLIC ACID 0 (0.0) 1 (1.0) 

ANGELICA SINENSIS;ASTRAGALUS SPP.;ATRACTYLODES MACROCEPHALA;FERROUS 

SULFATE;FOLIC ACID;YEAST DRIED 

0 (0.0) 1 (1.0) 

 

IRON TRIVALENT, ORAL PREPARATIONS 0 (0.0) 1 (1.0) 

FERRIC HYDROXIDE POLYMALTOSE COMPLEX 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

LIVER THERAPY, LIPOTROPICS 0 (0.0) 2 (2.0) 

DIISOPROPYLAMINE DICHLOROACETATE;GLUCONATE SODIUM 0 (0.0) 2 (2.0) 

 

OTHER AGENTS FOR LOCAL ORAL TREATMENT 0 (0.0) 1 (1.0) 

LIDOCAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

OTHER ANTIBACTERIALS 0 (0.0) 1 (1.0) 

LINEZOLID 0 (0.0) 1 (1.0) 

 

OTHER ANTIBIOTICS FOR TOPICAL USE 0 (0.0) 3 (3.1) 

BACITRACIN;LIDOCAINE HYDROCHLORIDE;NEOMYCIN SULFATE;POLYMYXIN B 

SULFATE 

0 (0.0) 1 (1.0) 

ERYTHROMYCIN 0 (0.0) 1 (1.0) 

MUPIROCIN 0 (0.0) 1 (1.0) 

 

OTHER IMMUNOSUPPRESSANTS 0 (0.0) 1 (1.0) 

THALIDOMIDE 0 (0.0) 1 (1.0) 

 

OTHER NASAL PREPARATIONS 0 (0.0) 1 (1.0) 

SODIUM CHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER THERAPEUTIC PRODUCTS 0 (0.0) 2 (2.0) 

INOSINE 0 (0.0) 1 (1.0) 

OTHER THERAPEUTIC PRODUCTS 0 (0.0) 1 (1.0) 

 

PROTEIN SUPPLEMENTS 0 (0.0) 1 (1.0) 

PROTEINS NOS 0 (0.0) 1 (1.0) 

 

SELENIUM 0 (0.0) 2 (2.0) 

SELENIUM 0 (0.0) 2 (2.0) 

 

STEROID ANTIBACTERIALS 0 (0.0) 1 (1.0) 

FUSIDATE SODIUM 0 (0.0) 1 (1.0) 

 

STOMATOLOGICAL PREPARATIONS 0 (0.0) 2 (2.0) 

SODIUM BICARBONATE 0 (0.0) 2 (2.0) 

 

SYMPATHOMIMETICS 0 (0.0) 1 (1.0) 

PSEUDOEPHEDRINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

SYNTHETIC ANTICHOLINERGIC AGENTS IN COMBINATION WITH ANALGESICS 0 (0.0) 1 (1.0) 

FENPIVERINIUM BROMIDE;METAMIZOLE SODIUM;PITOFENONE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SYNTHETIC ANTICHOLINERGICS, ESTERS WITH TERTIARY AMINO GROUP 0 (0.0) 1 (1.0) 

TRIMEBUTINE 0 (0.0) 1 (1.0) 

 

VITAMIN B-COMPLEX, PLAIN 0 (0.0) 1 (1.0) 

VITAMIN B COMPLEX 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.2.1.3.1: 

Overall Survival (OS) 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

Docetaxel 

(N=103) 

Total 

(N=317) 

Overall Survival    

Death, n (%) 114 (53.3) 63 (61.2) 177 (55.8) 

Censored, n (%) 100 (46.7) 40 (38.8) 140 (44.2) 

Ongoing in the Study 93 (43.5) 33 (32.0) 126 (39.7) 

Withdrawal by Subject 2 (0.9) 6 (5.8) 8 (2.5) 

Lost to Follow-up 4 (1.9) 1 (1.0) 5 (1.6) 

Study Discontinuation Due to Other Reasons 1 (0.5) 0 (0.0) 1 (0.3) 

 

Two-sided stratified log-rank test P-value a 0.0325   

Stratified Hazard Ratio (95% CI) b 0.711 (0.520, 0.971)   

 

Overall Survival (month)    

Median (95% CI) 16.0 (13.24, 21.06) 11.7 (8.77, 14.88) 14.6 (12.29, 17.87) 

Q1 (95% CI) 6.9 (5.59, 9.33) 6.0 (3.84, 7.52) 6.7 (5.59, 7.82) 

Q3 (95% CI) 28.6 (25.46, NE) 25.8 (19.81, NE) 27.2 (25.46, NE) 

 

Data Source: ADSL ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Median follow-up time was estimated by the reverse Kaplan-Meier method. 

Medians and other quartiles were estimated by Kaplan-Meier method with 95% CIs estimated using the method of Brookmeyer and Crowley. 

Event free rates were estimated by Kaplan-Meier method with 95% CIs estimated using the Greenwood's formula. 

Docetaxel arm was the reference group for hazard ratio. 
a Two-sided p-value was estimated from log rank test stratified by : histology (squamous versus non-squamous) and lines of therapy (second versus third) for descriptive purpose 

only. 
b Hazard ratio (Tislelizumab vs. Docetaxel) was based on Cox regression model including treatment as covariate, and histology and lines of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-os.sas  27AUG2024 04:58  t-14-02-01-03-01-os-pdl1-ia.rtf 

111



Protocol BGB-A317-303 Page 2 of 2 
 

Table 14.2.1.3.1: 

Overall Survival (OS) 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

Docetaxel 

(N=103) 

Total 

(N=317) 

Event Free Rate at, %(95% CI)    

3 month (95% CI) 89.7 (84.73, 93.07) 88.7 (80.60, 93.61) 89.4 (85.39, 92.33) 

6 month (95% CI) 79.2 (73.13, 84.11) 76.4 (66.61, 83.62) 78.3 (73.31, 82.53) 

9 month (95% CI) 71.6 (65.00, 77.18) 57.8 (47.32, 66.87) 67.2 (61.69, 72.17) 

12 month (95% CI) 59.6 (52.52, 66.01) 49.1 (38.73, 58.62) 56.3 (50.47, 61.72) 

18 month (95% CI) 46.5 (38.99, 53.73) 35.3 (25.10, 45.58) 43.0 (36.86, 48.94) 

24 month (95% CI) 36.6 (27.76, 45.50) 30.6 (20.28, 41.62) 34.9 (27.98, 41.81) 

36 month (95% CI) NR (NE, NE) NR (NE, NE) NR (NE, NE) 

 

Follow-up Time (month)    

Median (95% CI) 18.9 (16.36, 20.24) 17.7 (15.47, 22.80) 18.4 (16.72, 20.24) 

 

Data Source: ADSL ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Median follow-up time was estimated by the reverse Kaplan-Meier method. 

Medians and other quartiles were estimated by Kaplan-Meier method with 95% CIs estimated using the method of Brookmeyer and Crowley. 

Event free rates were estimated by Kaplan-Meier method with 95% CIs estimated using the Greenwood's formula. 

Docetaxel arm was the reference group for hazard ratio. 
a Two-sided p-value was estimated from log rank test stratified by : histology (squamous versus non-squamous) and lines of therapy (second versus third) for descriptive purpose 

only. 
b Hazard ratio (Tislelizumab vs. Docetaxel) was based on Cox regression model including treatment as covariate, and histology and lines of therapy as strata. 
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Figure 14.2.1.3.2:  

Kaplan-Meier Plot of Overall Survival (OS)  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Arm B: n = 103, events = 63; Median: 11.7, 95% CI: 8.77 - 14.88

Arm A: n = 214, events = 114; Median: 16.0, 95% CI: 13.24 - 21.06 HR (95% CI): 0.711 (0.520 - 0.971)

2-sided p-value: 0.0325

 
Data Source: ADSL ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Arm A = Tislelizumab, Arm B = Docetaxel. 

Hazard ratio and its 2-sided 95% CI was estimated from a stratified Cox regression model stratified by histology and line of therapy. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy, for descriptive purpose only. 
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Table 14.2.1.3.1.s: 

Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 76 (53.1) 16.9 (13.1, 21.1) 66 39 (59.1) 12.6 (9.2, 19.8) 0.810 (0.550, 1.194) 0.2921 

   Age >= 65 Years 71 38 (53.5) 16.0 (9.4, 27.2) 37 24 (64.9) 7.7 (5.4, 14.6) 0.634 (0.376, 1.067) 0.0832 

   Interaction        0.4150 

 

Sex         

   Male 166 92 (55.4) 15.4 (12.4, 21.1) 76 50 (65.8) 9.8 (7.5, 14.6) 0.701 (0.496, 0.991) 0.0445 

   Female 48 22 (45.8) 20.6 (11.2, NE) 27 13 (48.1) 14.0 (9.2, NE) 0.832 (0.418, 1.655) 0.5988 

   Interaction        0.6077 

 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
d The large value of hazard ratio was due to short follow-up time of patients in tislelizumab 'other' subgroup. 
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Table 14.2.1.3.1.s: 

Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 96 (57.1) 16.9 (13.1, 21.1) 88 58 (65.9) 10.3 (7.8, 14.6) 0.706 (0.509, 0.979) 0.0369 

   White 38 14 (36.8) 13.2 (10.3, NE) 13 4 (30.8) NR (3.8, NE) 0.979 (0.321, 2.984) 0.9701 

   Other d 8 4 (50.0) NR (3.5, NE) 2 1 (50.0) 11.7 (NE, NE) 38073666.974 (0.000, 

NE) 

0.2604 

   Interaction        0.6167 

 

Region         

   China 167 96 (57.5) 16.9 (13.1, 21.1) 88 58 (65.9) 10.3 (7.8, 14.6) 0.706 (0.509, 0.979) 0.0370 

   Europe 32 11 (34.4) NR (10.3, NE) 13 4 (30.8) NR (3.8, NE) 0.898 (0.284, 2.840) 0.8547 

   Other d 15 7 (46.7) 10.8 (3.5, NE) 2 1 (50.0) 11.7 (NE, NE) 15900190.569 (0.000, 

NE) 

0.1605 

   Interaction        0.6968 

 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
d The large value of hazard ratio was due to short follow-up time of patients in tislelizumab 'other' subgroup. 
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Table 14.2.1.3.1.s: 

Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 26 (52.0) 17.1 (12.0, NE) 19 7 (36.8) 14.9 (7.5, NE) 1.069 (0.463, 2.467) 0.8753 

   1 164 88 (53.7) 15.3 (12.1, 21.4) 84 56 (66.7) 10.2 (7.8, 14.0) 0.694 (0.496, 0.973) 0.0341 

   Interaction        0.3068 

 

Smoking Status         

   Current or Former 154 87 (56.5) 14.8 (12.1, 20.0) 66 43 (65.2) 9.3 (6.9, 12.7) 0.701 (0.486, 1.011) 0.0565 

   Never 60 27 (45.0) 21.1 (12.0, NE) 37 20 (54.1) 14.9 (9.2, 25.8) 0.785 (0.439, 1.403) 0.4261 

   Interaction        0.8012 

 

Histology         

   Non-squamous 125 60 (48.0) 20.0 (13.4, NE) 62 36 (58.1) 13.8 (9.2, 19.8) 0.735 (0.486, 1.112) 0.1486 

   Squamous 89 54 (60.7) 13.8 (10.7, 17.9) 41 27 (65.9) 8.9 (5.4, 12.6) 0.706 (0.443, 1.126) 0.1424 

   Interaction        0.9835 

 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
d The large value of hazard ratio was due to short follow-up time of patients in tislelizumab 'other' subgroup. 
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Table 14.2.1.3.1.s: 

Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 67 (46.9) 20.6 (14.8, 25.5) 73 42 (57.5) 12.7 (9.3, 19.8) 0.717 (0.487, 1.055) 0.0923 

   Unknown 71 47 (66.2) 11.9 (9.2, 15.3) 30 21 (70.0) 7.7 (3.8, 14.6) 0.701 (0.417, 1.179) 0.1790 

   Interaction        0.9877 

 

ALK rearrangement at baseline         

   Wild type 108 51 (47.2) 21.1 (16.0, 28.6) 48 30 (62.5) 12.3 (8.1, 19.8) 0.603 (0.383, 0.949) 0.0273 

   Unknown 106 63 (59.4) 12.8 (10.3, 15.3) 55 33 (60.0) 10.3 (7.2, 17.9) 0.917 (0.602, 1.399) 0.6875 

   Interaction        0.1897 

 

Line of therapy         

   Second 180 94 (52.2) 17.1 (13.1, 21.4) 88 53 (60.2) 12.5 (8.9, 17.9) 0.767 (0.548, 1.075) 0.1256 

   Third 34 20 (58.8) 15.4 (7.8, 28.6) 15 10 (66.7) 8.1 (2.7, NE) 0.565 (0.260, 1.228) 0.1451 

   Interaction        0.4886 

 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
d The large value of hazard ratio was due to short follow-up time of patients in tislelizumab 'other' subgroup. 
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Table 14.2.1.3.1.s: 

Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 20 (62.5) 17.9 (10.3, 27.2) 8 3 (37.5) 22.0 (7.5, NE) 1.446 (0.423, 4.947) 0.5543 

   Metastatic 182 94 (51.6) 15.4 (12.4, 21.1) 95 60 (63.2) 10.2 (7.8, 14.0) 0.697 (0.504, 0.964) 0.0292 

   Interaction        0.1753 

 

Brain metastases at baseline         

   Yes 13 9 (69.2) 10.5 (4.2, NE) 9 7 (77.8) 8.9 (3.4, NE) 0.899 (0.331, 2.437) 0.8336 

   No 201 105 (52.2) 16.9 (13.4, 21.1) 94 56 (59.6) 12.3 (8.8, 16.6) 0.741 (0.535, 1.025) 0.0707 

   Interaction        0.8750 

 

Liver metastases at baseline         

   Yes 27 16 (59.3) 10.7 (2.3, NE) 16 13 (81.3) 7.2 (3.4, 14.9) 0.739 (0.354, 1.543) 0.4192 

   No 187 98 (52.4) 17.6 (13.4, 21.4) 87 50 (57.5) 12.6 (8.9, 17.9) 0.766 (0.544, 1.077) 0.1274 

   Interaction        0.8021 

 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
d The large value of hazard ratio was due to short follow-up time of patients in tislelizumab 'other' subgroup. 
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Figure 14.2.1.3.2.s: 

Kaplan-Meier Plot of Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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No Subgroup has significant interactions for this analysis

 
 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 
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Table 14.2.2.1.4: 

Progression Free Survival (PFS) 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Progression-Free Survival    

Events, n (%) 176 (82.2) 75 (72.8) 251 (79.2) 

Progressive Disease 155 (72.4) 63 (61.2) 218 (68.8) 

Death 21 (9.8) 12 (11.7) 33 (10.4) 

 

Censored, n (%) 38 (17.8) 28 (27.2) 66 (20.8) 

No Disease Progression or Death 26 (12.1) 8 (7.8) 34 (10.7) 

No Baseline Assessment 0 (0.0) 0 (0.0) 0 (0.0) 

No Postbaseline Assessment 6 (2.8) 10 (9.7) 16 (5.0) 

New Anticancer Therapy 5 (2.3) 10 (9.7) 15 (4.7) 

Death or progression after missing 2 or more consecutive tumor 

assessments 

1 (0.5) 0 (0.0) 1 (0.3) 

 

Two-sided stratified log-rank test p-value a 0.3476   

Stratified Hazard Ratio (95% CI) b 0.878 (0.666, 1.157)   

 

Data Source: ADSL ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Median follow-up time was estimated by the reverse Kaplan-Meier method. 

Medians and other quartiles were estimated by Kaplan-Meier method with 95% CIs estimated using the method of Brookmeyer and Crowley. 

Event free rates were estimated by Kaplan-Meier method with 95% CIs estimated using the Greenwood's formula. 

Docetaxel arm was the reference group for hazard ratio. 
a Two-sided p-value was estimated from log rank test stratified by : histology (squamous versus non-squamous) and lines of therapy (second versus third) for descriptive purpose 

only. 
b Hazard ratio (Tislelizumab vs. Docetaxel) was based on Cox regression model including treatment as covariate, and histology and lines of therapy as strata. 
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Table 14.2.2.1.4: 

Progression Free Survival (PFS) 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Progression-Free Survival (month)    

Median (95% CI) 2.3 (2.14, 3.81) 2.9 (2.14, 4.17) 2.7 (2.17, 3.78) 

Q1 (95% CI) 2.0 (1.94, 2.04) 2.0 (1.51, 2.07) 2.0 (1.94, 2.04) 

Q3 (95% CI) 8.3 (6.28, 10.35) 6.0 (4.21, 8.77) 8.2 (6.18, 8.67) 

 

Event Free Rate at, %(95% CI)    

3 month (95% CI) 47.7 (40.79, 54.37) 49.2 (38.30, 59.12) 48.2 (42.39, 53.78) 

6 month (95% CI) 34.8 (28.36, 41.36) 25.8 (16.84, 35.77) 32.4 (27.05, 37.86) 

9 month (95% CI) 21.4 (15.99, 27.35) 12.9 (6.42, 21.69) 19.1 (14.72, 24.02) 

12 month (95% CI) 17.3 (12.37, 23.04) 9.0 (3.55, 17.67) 15.2 (11.15, 19.86) 

 

Follow-up Time (month)    

Median (95% CI) 17.6 (12.42, 18.46) 10.4 (8.57, 19.42) 13.6 (12.39, 18.17) 

 

Data Source: ADSL ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Median follow-up time was estimated by the reverse Kaplan-Meier method. 

Medians and other quartiles were estimated by Kaplan-Meier method with 95% CIs estimated using the method of Brookmeyer and Crowley. 

Event free rates were estimated by Kaplan-Meier method with 95% CIs estimated using the Greenwood's formula. 

Docetaxel arm was the reference group for hazard ratio. 
a Two-sided p-value was estimated from log rank test stratified by : histology (squamous versus non-squamous) and lines of therapy (second versus third) for descriptive purpose 

only. 
b Hazard ratio (Tislelizumab vs. Docetaxel) was based on Cox regression model including treatment as covariate, and histology and lines of therapy as strata. 
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Figure 14.2.2.1.5:  

Kaplan-Meier Plot of Progression Free Survival (PFS)  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Arm B: n = 103, events = 75; Median: 2.9, 95% CI: 2.14 - 4.17

Arm A: n = 214, events = 176; Median: 2.3, 95% CI: 2.14 - 3.81 HR (95% CI): 0.878 (0.666 - 1.157)

2-sided p-value: 0.3476

 
Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Arm A = Tislelizumab, Arm B = Docetaxel. 

Hazard ratio and its 2-sided 95% CI was estimated from a stratified Cox regression model stratified by histology and line of therapy. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy, for descriptive purpose only. 
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Table 14.2.2.1.4.s: 

Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 123 (86.0) 2.2 (2.1, 3.8) 66 48 (72.7) 2.9 (2.1, 4.2) 0.988 (0.707, 1.381) 0.9283 

   Age >= 65 Years 71 53 (74.6) 3.3 (2.1, 6.4) 37 27 (73.0) 2.8 (2.1, 4.2) 0.742 (0.462, 1.190) 0.2129 

   Interaction        0.2774 

 

Sex         

   Male 166 136 (81.9) 2.3 (2.1, 4.0) 76 57 (75.0) 2.8 (2.1, 4.2) 0.830 (0.608, 1.134) 0.2388 

   Female 48 40 (83.3) 3.2 (2.1, 4.1) 27 18 (66.7) 3.8 (1.9, 9.1) 1.064 (0.608, 1.863) 0.8329 

   Interaction        0.3552 

 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.1.4.s: 

Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 143 (85.1) 2.2 (2.1, 3.4) 88 65 (73.9) 2.8 (2.1, 4.2) 0.872 (0.649, 1.172) 0.3591 

   White 38 27 (71.1) 4.2 (2.1, 8.3) 13 9 (69.2) 4.0 (2.0, NE) 0.961 (0.447, 2.066) 0.9270 

   Other 8 6 (75.0) 3.0 (1.7, NE) 2 1 (50.0) NR (1.9, NE) 1.381 (0.165, 11.578) 0.7734 

   Interaction        0.8132 

 

Region         

   China 167 143 (85.6) 2.2 (2.1, 3.4) 88 65 (73.9) 2.8 (2.1, 4.2) 0.872 (0.649, 1.172) 0.3591 

   Europe 32 22 (68.8) 4.2 (2.0, 8.3) 13 9 (69.2) 4.0 (2.0, NE) 0.941 (0.426, 2.081) 0.8890 

   Other 15 11 (73.3) 3.5 (2.1, 8.2) 2 1 (50.0) NR (1.9, NE) 1.491 (0.191, 11.660) 0.7041 

   Interaction        0.7933 

 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.1.4.s: 

Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 42 (84.0) 2.1 (2.1, 4.2) 19 11 (57.9) 2.9 (1.5, NE) 0.902 (0.464, 1.756) 0.7317 

   1 164 134 (81.7) 2.8 (2.1, 4.0) 84 64 (76.2) 3.1 (2.1, 4.2) 0.881 (0.653, 1.190) 0.4155 

   Interaction        0.9532 

 

Smoking Status         

   Current or Former 154 124 (80.5) 2.8 (2.1, 4.2) 66 51 (77.3) 2.8 (2.1, 4.2) 0.796 (0.573, 1.107) 0.1725 

   Never 60 52 (86.7) 2.1 (2.1, 4.0) 37 24 (64.9) 3.8 (2.1, 4.4) 1.138 (0.699, 1.853) 0.6028 

   Interaction        0.2534 

 

Histology         

   Non-squamous 125 107 (85.6) 2.1 (2.1, 2.5) 62 42 (67.7) 3.3 (2.1, 4.2) 1.188 (0.831, 1.698) 0.3502 

   Squamous 89 69 (77.5) 4.2 (2.3, 6.2) 41 33 (80.5) 2.8 (2.1, 4.2) 0.526 (0.341, 0.812) 0.0029 

   Interaction        0.0161 

 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.1.4.s: 

Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 119 (83.2) 2.1 (2.1, 3.3) 73 51 (69.9) 3.8 (2.1, 4.2) 1.054 (0.758, 1.464) 0.7628 

   Unknown 71 57 (80.3) 4.2 (2.2, 6.2) 30 24 (80.0) 2.2 (2.1, 4.2) 0.581 (0.355, 0.950) 0.0266 

   Interaction        0.0940 

 

ALK rearrangement at baseline         

   Wild type 108 93 (86.1) 2.1 (2.1, 3.4) 48 39 (81.3) 2.1 (2.1, 3.3) 0.667 (0.453, 0.981) 0.0358 

   Unknown 106 83 (78.3) 3.4 (2.1, 6.0) 55 36 (65.5) 4.2 (2.3, 6.4) 1.128 (0.762, 1.668) 0.5551 

   Interaction        0.0374 

 

Line of therapy         

   Second 180 150 (83.3) 2.3 (2.1, 3.8) 88 63 (71.6) 3.3 (2.1, 4.2) 0.956 (0.711, 1.284) 0.7519 

   Third 34 26 (76.5) 2.7 (2.1, 6.6) 15 12 (80.0) 2.2 (2.1, 4.2) 0.586 (0.291, 1.181) 0.1447 

   Interaction        0.1765 

 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.1.4.s: 

Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 24 (75.0) 6.0 (3.4, 6.2) 8 4 (50.0) 5.2 (2.9, NE) 1.137 (0.389, 3.322) 0.8252 

   Metastatic 182 152 (83.5) 2.2 (2.1, 3.2) 95 71 (74.7) 2.7 (2.1, 4.0) 0.909 (0.684, 1.206) 0.5017 

   Interaction        0.5686 

 

Brain metastases at baseline         

   Yes 13 13 (100.0) 2.1 (2.0, 2.1) 9 6 (66.7) 2.1 (1.5, NE) 1.837 (0.647, 5.219) 0.1988 

   No 201 163 (81.1) 3.2 (2.1, 4.1) 94 69 (73.4) 3.1 (2.2, 4.2) 0.841 (0.633, 1.117) 0.2259 

   Interaction        0.0499 

 

Liver metastases at baseline         

   Yes 27 22 (81.5) 2.0 (1.9, 2.3) 16 15 (93.8) 2.1 (1.1, 4.0) 0.909 (0.467, 1.770) 0.7625 

   No 187 154 (82.4) 3.2 (2.1, 4.1) 87 60 (69.0) 3.3 (2.2, 4.2) 0.941 (0.697, 1.269) 0.6836 

   Interaction        0.5975 

 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.2.2.1.5.s: 

Kaplan-Meier Plot of Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Histology: Non-squamous
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T islelizumab: n = 125, events = 107, Median: 2.1, 95% CI: 2.1 - 2.5

Docetaxel: n = 62, events = 42, Median: 3.3, 95% CI: 2.1 - 4.2

HR (95% CI): 1.188 (0.831, 1.698)

Log-rank test p-value: 0.3502

 
 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 
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Figure 14.2.2.1.5.s: 

Kaplan-Meier Plot of Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Histology: Squamous
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T islelizumab: n = 89, events = 69, Median: 4.2, 95% CI: 2.3 - 6.2

Docetaxel: n = 41, events = 33, Median: 2.8, 95% CI: 2.1 - 4.2

HR (95% CI): 0.526 (0.341, 0.812)

Log-rank test p-value: 0.0029

 
 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 
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Figure 14.2.2.1.5.s: 

Kaplan-Meier Plot of Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

ALK rearrangement at baseline: Wild type
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T islelizumab: n = 108, events = 93, Median: 2.1, 95% CI: 2.1 - 3.4

Docetaxel: n = 48, events = 39, Median: 2.1, 95% CI: 2.1 - 3.3

HR (95% CI): 0.667 (0.453, 0.981)

Log-rank test p-value: 0.0358

 
 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 
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Figure 14.2.2.1.5.s: 

Kaplan-Meier Plot of Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 106, events = 83, Median: 3.4, 95% CI: 2.1 - 6.0

Docetaxel: n = 55, events = 36, Median: 4.2, 95% CI: 2.3 - 6.4

HR (95% CI): 1.128 (0.762, 1.668)

Log-rank test p-value: 0.5551

 
 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 
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Figure 14.2.2.1.5.s: 

Kaplan-Meier Plot of Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Brain metastases at baseline: Yes
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T islelizumab: n = 13, events = 13, Median: 2.1, 95% CI: 2.0 - 2.1

Docetaxel: n = 9, events = 6, Median: 2.1, 95% CI: 1.5 - NE

HR (95% CI): 1.837 (0.647, 5.219)

Log-rank test p-value: 0.1988

 
 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 
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Figure 14.2.2.1.5.s: 

Kaplan-Meier Plot of Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 201, events = 163, Median: 3.2, 95% CI: 2.1 - 4.1

Docetaxel: n = 94, events = 69, Median: 3.1, 95% CI: 2.2 - 4.2

HR (95% CI): 0.841 (0.633, 1.117)

Log-rank test p-value: 0.2259

 
 

Data Source: ADSL, ADTTE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 
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Table 14.2.3: 

Confirmed Objective Response 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Odds Ratio  

(95% CI) a 

Relative Risk  

(95% CI) a 

Risk Difference  

(95% CI) a 2-sided p-value b    

Confirmed Objective Response Rate (ORR) 20 (9.3) 4 (3.9) 2.515 (0.835, 7.576) 2.382 (0.827, 6.860) 5.332 (-0.049, 10.713) 0.0933 

 

Data Source: ADSL, ADRS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Percentages were based on N. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator, stratified by histology and line of therapy. 
b P-value was calculated using the Cochran-Mantel-Haenszel Chi-square test, stratified by histology and line of therapy. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Age         

   Age < 65 Years 143 11 (7.7) 66 2 (3.0) 2.667 (0.574, 12.388) 2.538 (0.579, 11.131) 4.662 (-1.353, 10.677) 0.1957 

   Age >= 65 Years 71 9 (12.7) 37 2 (5.4) 2.540 (0.519, 12.423) 2.345 (0.534, 10.299) 7.271 (-3.358, 17.900) 0.2380 

   Interaction        0.9656 

 

Sex         

   Male 166 15 (9.0) 76 2 (2.6) 3.675 (0.819, 16.495) 3.434 (0.805, 14.642) 6.405 (0.750, 12.059) 0.0710 

   Female 48 5 (10.4) 27 2 (7.4) 1.453 (0.262, 8.055) 1.406 (0.292, 6.763) 3.009 (-10.116, 16.134) 0.6693 

   Interaction        0.4159 

 

Data Source: ADSL, ADRS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Race         

   Asian 168 15 (8.9) 88 2 (2.3) 4.216 (0.942, 18.872) 3.929 (0.919, 16.793) 6.656 (1.337, 11.975) 0.0426 

   White 38 4 (10.5) 13 2 (15.4) 0.647 (0.104, 4.028) 0.684 (0.141, 3.309) -4.858 (-26.764, 17.048) 0.6422 

   Other 8 1 (12.5) 2 0 (0.0) NE (NE, NE) NE (NE, NE) 12.500 (-10.417, 35.417) 0.6171 

   Interaction        0.2352 

 

Data Source: ADSL, ADRS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Region         

   China 167 15 (9.0) 88 2 (2.3) 4.243 (0.948, 18.997) 3.952 (0.925, 16.893) 6.709 (1.371, 12.048) 0.0416 

   Europe 32 4 (12.5) 13 2 (15.4) 0.786 (0.125, 4.923) 0.813 (0.169, 3.906) -2.885 (-25.600, 19.830) 0.7986 

   Other 15 1 (6.7) 2 0 (0.0) NE (NE, NE) NE (NE, NE) 6.667 (-5.957, 19.290) 0.7150 

   Interaction        0.3289 

 

ECOG performance-status 

score 

        

   0 50 2 (4.0) 19 1 (5.3) 0.750 (0.064, 8.786) 0.760 (0.073, 7.903) -1.263 (-12.679, 10.152) 0.8195 

   1 164 18 (11.0) 84 3 (3.6) 3.329 (0.952, 11.642) 3.073 (0.932, 10.138) 7.404 (1.188, 13.620) 0.0479 

   Interaction        0.2629 

 

Data Source: ADSL, ADRS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Smoking Status         

   Current or Former 154 14 (9.1) 66 2 (3.0) 3.200 (0.706, 14.497) 3.000 (0.701, 12.831) 6.061 (-0.081, 12.202) 0.1135 

   Never 60 6 (10.0) 37 2 (5.4) 1.944 (0.371, 10.184) 1.850 (0.394, 8.690) 4.595 (-5.927, 15.116) 0.4267 

   Interaction        0.6608 

 

Histology         

   Non-squamous 125 11 (8.8) 62 3 (4.8) 1.898 (0.510, 7.066) 1.819 (0.526, 6.283) 3.961 (-3.332, 11.255) 0.3338 

   Squamous 89 9 (10.1) 41 1 (2.4) 4.500 (0.551, 36.768) 4.146 (0.543, 31.650) 7.673 (-0.171, 15.517) 0.1286 

   Interaction        0.4867 

 

Data Source: ADSL, ADRS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

EGFR mutation at baseline         

   Wild type 143 13 (9.1) 73 3 (4.1) 2.333 (0.643, 8.464) 2.212 (0.651, 7.518) 4.981 (-1.571, 11.534) 0.1871 

   Unknown 71 7 (9.9) 30 1 (3.3) 3.172 (0.373, 26.979) 2.958 (0.380, 23.007) 6.526 (-2.926, 15.978) 0.2695 

   Interaction        0.8091 

 

ALK rearrangement at 

baseline 

        

   Wild type 108 10 (9.3) 48 1 (2.1) 4.796 (0.596, 38.575) 4.444 (0.585, 33.750) 7.176 (0.378, 13.974) 0.1073 

   Unknown 106 10 (9.4) 55 3 (5.5) 1.806 (0.476, 6.852) 1.730 (0.496, 6.027) 3.979 (-4.205, 12.164) 0.3809 

   Interaction        0.4279 

 

Data Source: ADSL, ADRS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Line of therapy         

   Second 180 15 (8.3) 88 3 (3.4) 2.576 (0.726, 9.144) 2.444 (0.727, 8.223) 4.924 (-0.614, 10.463) 0.1311 

   Third 34 5 (14.7) 15 1 (6.7) 2.414 (0.257, 22.669) 2.206 (0.281, 17.295) 8.039 (-9.312, 25.391) 0.4336 

   Interaction        0.9605 

 

Disease Stage         

   Locally advanced 32 4 (12.5) 8 0 (0.0) NE (NE, NE) NE (NE, NE) 12.500 (1.041, 23.959) 0.2980 

   Metastatic 182 16 (8.8) 95 4 (4.2) 2.193 (0.712, 6.755) 2.088 (0.718, 6.070) 4.581 (-1.184, 10.346) 0.1628 

   Interaction        0.4750 

 

Data Source: ADSL, ADRS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Brain metastases at baseline         

   Yes 13 0 (0.0) 9 0 (0.0) -- -- -- -- 

   No 201 20 (10.0) 94 4 (4.3) 2.486 (0.825, 7.490) 2.338 (0.822, 6.650) 5.695 (-0.117, 11.507) 0.0961 

   Interaction c        NE 

 

Liver metastases at baseline         

   Yes 27 1 (3.7) 16 0 (0.0) NE (NE, NE) NE (NE, NE) 3.704 (-3.420, 10.827) 0.4414 

   No 187 19 (10.2) 87 4 (4.6) 2.347 (0.774, 7.120) 2.210 (0.775, 6.301) 5.563 (-0.611, 11.737) 0.1228 

   Interaction        0.6118 

 

Data Source: ADSL, ADRS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Baseline   

Patients at Visit, n 214 103 

Patients Complete Questionnaire, n 212 97 

Completion Rate (%) a 99.1 94.2 

Adjusted Completion Rate (%) b 99.1 94.2 

 

Cycle 2   

Patients at Visit, n 195 84 

Patients Complete Questionnaire, n 195 84 

Completion Rate (%) a 91.1 81.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 3   

Patients at Visit, n 176 70 

Patients Complete Questionnaire, n 175 70 

Completion Rate (%) a 81.8 68.0 

Adjusted Completion Rate (%) b 99.4 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 4   

Patients at Visit, n 131 44 

Patients Complete Questionnaire, n 131 44 

Completion Rate (%) a 61.2 42.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 5   

Patients at Visit, n 122 36 

Patients Complete Questionnaire, n 122 36 

Completion Rate (%) a 57.0 35.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 6   

Patients at Visit, n 107 33 

Patients Complete Questionnaire, n 107 33 

Completion Rate (%) a 50.0 32.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 7   

Patients at Visit, n 94 21 

Patients Complete Questionnaire, n 94 21 

Completion Rate (%) a 43.9 20.4 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 8   

Patients at Visit, n 89 18 

Patients Complete Questionnaire, n 89 18 

Completion Rate (%) a 41.6 17.5 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 9   

Patients at Visit, n 80 17 

Patients Complete Questionnaire, n 80 17 

Completion Rate (%) a 37.4 16.5 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 

144



Protocol BGB-A317-303 Page 4 of 48 
 

Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 10   

Patients at Visit, n 69 15 

Patients Complete Questionnaire, n 69 15 

Completion Rate (%) a 32.2 14.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 11   

Patients at Visit, n 68 15 

Patients Complete Questionnaire, n 68 15 

Completion Rate (%) a 31.8 14.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 12   

Patients at Visit, n 62 14 

Patients Complete Questionnaire, n 62 14 

Completion Rate (%) a 29.0 13.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 13   

Patients at Visit, n 54 9 

Patients Complete Questionnaire, n 54 9 

Completion Rate (%) a 25.2 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 14   

Patients at Visit, n 53 8 

Patients Complete Questionnaire, n 53 8 

Completion Rate (%) a 24.8 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 15   

Patients at Visit, n 49 8 

Patients Complete Questionnaire, n 49 8 

Completion Rate (%) a 22.9 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 16   

Patients at Visit, n 41 7 

Patients Complete Questionnaire, n 41 7 

Completion Rate (%) a 19.2 6.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 17   

Patients at Visit, n 38 6 

Patients Complete Questionnaire, n 38 6 

Completion Rate (%) a 17.8 5.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 18   

Patients at Visit, n 37 6 

Patients Complete Questionnaire, n 37 6 

Completion Rate (%) a 17.3 5.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 19   

Patients at Visit, n 35 5 

Patients Complete Questionnaire, n 35 5 

Completion Rate (%) a 16.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 20   

Patients at Visit, n 32 5 

Patients Complete Questionnaire, n 32 5 

Completion Rate (%) a 15.0 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 21   

Patients at Visit, n 30 4 

Patients Complete Questionnaire, n 30 4 

Completion Rate (%) a 14.0 3.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 22   

Patients at Visit, n 27 2 

Patients Complete Questionnaire, n 27 2 

Completion Rate (%) a 12.6 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 23   

Patients at Visit, n 20 2 

Patients Complete Questionnaire, n 20 2 

Completion Rate (%) a 9.3 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 24   

Patients at Visit, n 19 2 

Patients Complete Questionnaire, n 19 2 

Completion Rate (%) a 8.9 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 25   

Patients at Visit, n 18 2 

Patients Complete Questionnaire, n 18 2 

Completion Rate (%) a 8.4 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 26   

Patients at Visit, n 15 2 

Patients Complete Questionnaire, n 15 2 

Completion Rate (%) a 7.0 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 27   

Patients at Visit, n 14 2 

Patients Complete Questionnaire, n 14 2 

Completion Rate (%) a 6.5 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 28   

Patients at Visit, n 13 2 

Patients Complete Questionnaire, n 13 2 

Completion Rate (%) a 6.1 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 29   

Patients at Visit, n 12 2 

Patients Complete Questionnaire, n 12 2 

Completion Rate (%) a 5.6 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 30   

Patients at Visit, n 12 1 

Patients Complete Questionnaire, n 12 1 

Completion Rate (%) a 5.6 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 31   

Patients at Visit, n 11 1 

Patients Complete Questionnaire, n 11 1 

Completion Rate (%) a 5.1 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 32   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 33   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 34   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 35   

Patients at Visit, n 6 0 

Patients Complete Questionnaire, n 6 0 

Completion Rate (%) a 2.8 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 36   

Patients at Visit, n 5 0 

Patients Complete Questionnaire, n 5 0 

Completion Rate (%) a 2.3 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 37   

Patients at Visit, n 4 0 

Patients Complete Questionnaire, n 4 0 

Completion Rate (%) a 1.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 38   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 39   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 40   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 41   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 42   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 43   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 44   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 45   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 46   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

End of Treatment   

Patients at Visit, n 175 96 

Patients Complete Questionnaire, n 108 64 

Completion Rate (%) a 50.5 62.1 

Adjusted Completion Rate (%) b 61.7 66.7 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Baseline   

Patients at Visit, n 214 103 

Patients Complete Questionnaire, n 212 97 

Completion Rate (%) a 99.1 94.2 

Adjusted Completion Rate (%) b 99.1 94.2 

 

Cycle 2   

Patients at Visit, n 195 84 

Patients Complete Questionnaire, n 195 84 

Completion Rate (%) a 91.1 81.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 3   

Patients at Visit, n 176 70 

Patients Complete Questionnaire, n 174 70 

Completion Rate (%) a 81.3 68.0 

Adjusted Completion Rate (%) b 98.9 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 4   

Patients at Visit, n 131 44 

Patients Complete Questionnaire, n 131 44 

Completion Rate (%) a 61.2 42.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 5   

Patients at Visit, n 122 36 

Patients Complete Questionnaire, n 122 36 

Completion Rate (%) a 57.0 35.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 6   

Patients at Visit, n 107 33 

Patients Complete Questionnaire, n 107 33 

Completion Rate (%) a 50.0 32.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 7   

Patients at Visit, n 94 21 

Patients Complete Questionnaire, n 94 21 

Completion Rate (%) a 43.9 20.4 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 8   

Patients at Visit, n 89 18 

Patients Complete Questionnaire, n 89 18 

Completion Rate (%) a 41.6 17.5 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 9   

Patients at Visit, n 80 17 

Patients Complete Questionnaire, n 80 17 

Completion Rate (%) a 37.4 16.5 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 10   

Patients at Visit, n 69 15 

Patients Complete Questionnaire, n 69 15 

Completion Rate (%) a 32.2 14.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 11   

Patients at Visit, n 68 15 

Patients Complete Questionnaire, n 68 15 

Completion Rate (%) a 31.8 14.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 12   

Patients at Visit, n 62 14 

Patients Complete Questionnaire, n 62 14 

Completion Rate (%) a 29.0 13.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 13   

Patients at Visit, n 54 9 

Patients Complete Questionnaire, n 54 9 

Completion Rate (%) a 25.2 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 14   

Patients at Visit, n 53 8 

Patients Complete Questionnaire, n 53 8 

Completion Rate (%) a 24.8 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 15   

Patients at Visit, n 49 8 

Patients Complete Questionnaire, n 49 8 

Completion Rate (%) a 22.9 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 16   

Patients at Visit, n 41 7 

Patients Complete Questionnaire, n 40 7 

Completion Rate (%) a 18.7 6.8 

Adjusted Completion Rate (%) b 97.6 100.0 

 

Cycle 17   

Patients at Visit, n 38 6 

Patients Complete Questionnaire, n 38 6 

Completion Rate (%) a 17.8 5.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 18   

Patients at Visit, n 37 6 

Patients Complete Questionnaire, n 37 6 

Completion Rate (%) a 17.3 5.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 19   

Patients at Visit, n 35 5 

Patients Complete Questionnaire, n 35 5 

Completion Rate (%) a 16.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 20   

Patients at Visit, n 32 5 

Patients Complete Questionnaire, n 32 5 

Completion Rate (%) a 15.0 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 21   

Patients at Visit, n 30 4 

Patients Complete Questionnaire, n 30 4 

Completion Rate (%) a 14.0 3.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 22   

Patients at Visit, n 27 2 

Patients Complete Questionnaire, n 27 2 

Completion Rate (%) a 12.6 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 23   

Patients at Visit, n 20 2 

Patients Complete Questionnaire, n 20 2 

Completion Rate (%) a 9.3 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 24   

Patients at Visit, n 19 2 

Patients Complete Questionnaire, n 19 2 

Completion Rate (%) a 8.9 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 25   

Patients at Visit, n 18 2 

Patients Complete Questionnaire, n 18 2 

Completion Rate (%) a 8.4 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 26   

Patients at Visit, n 15 2 

Patients Complete Questionnaire, n 15 2 

Completion Rate (%) a 7.0 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 27   

Patients at Visit, n 14 2 

Patients Complete Questionnaire, n 14 2 

Completion Rate (%) a 6.5 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 28   

Patients at Visit, n 13 2 

Patients Complete Questionnaire, n 13 2 

Completion Rate (%) a 6.1 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 29   

Patients at Visit, n 12 2 

Patients Complete Questionnaire, n 12 2 

Completion Rate (%) a 5.6 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 30   

Patients at Visit, n 12 1 

Patients Complete Questionnaire, n 12 1 

Completion Rate (%) a 5.6 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 31   

Patients at Visit, n 11 1 

Patients Complete Questionnaire, n 11 1 

Completion Rate (%) a 5.1 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 32   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 33   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 34   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 35   

Patients at Visit, n 6 0 

Patients Complete Questionnaire, n 6 0 

Completion Rate (%) a 2.8 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 36   

Patients at Visit, n 5 0 

Patients Complete Questionnaire, n 5 0 

Completion Rate (%) a 2.3 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 37   

Patients at Visit, n 4 0 

Patients Complete Questionnaire, n 4 0 

Completion Rate (%) a 1.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 38   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 39   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 40   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 41   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 42   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 43   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 44   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 45   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 46   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

End of Treatment   

Patients at Visit, n 175 96 

Patients Complete Questionnaire, n 108 64 

Completion Rate (%) a 50.5 62.1 

Adjusted Completion Rate (%) b 61.7 66.7 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Baseline   

Patients at Visit, n 214 103 

Patients Complete Questionnaire, n 165 69 

Completion Rate (%) a 77.1 67.0 

Adjusted Completion Rate (%) b 77.1 67.0 

 

Cycle 2   

Patients at Visit, n 195 84 

Patients Complete Questionnaire, n 158 60 

Completion Rate (%) a 73.8 58.3 

Adjusted Completion Rate (%) b 81.0 71.4 

 

Cycle 3   

Patients at Visit, n 176 70 

Patients Complete Questionnaire, n 144 52 

Completion Rate (%) a 67.3 50.5 

Adjusted Completion Rate (%) b 81.8 74.3 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 4   

Patients at Visit, n 131 44 

Patients Complete Questionnaire, n 111 35 

Completion Rate (%) a 51.9 34.0 

Adjusted Completion Rate (%) b 84.7 79.5 

 

Cycle 5   

Patients at Visit, n 122 36 

Patients Complete Questionnaire, n 107 29 

Completion Rate (%) a 50.0 28.2 

Adjusted Completion Rate (%) b 87.7 80.6 

 

Cycle 6   

Patients at Visit, n 107 33 

Patients Complete Questionnaire, n 95 30 

Completion Rate (%) a 44.4 29.1 

Adjusted Completion Rate (%) b 88.8 90.9 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 7   

Patients at Visit, n 94 21 

Patients Complete Questionnaire, n 85 19 

Completion Rate (%) a 39.7 18.4 

Adjusted Completion Rate (%) b 90.4 90.5 

 

Cycle 8   

Patients at Visit, n 89 18 

Patients Complete Questionnaire, n 80 18 

Completion Rate (%) a 37.4 17.5 

Adjusted Completion Rate (%) b 89.9 100.0 

 

Cycle 9   

Patients at Visit, n 80 17 

Patients Complete Questionnaire, n 74 17 

Completion Rate (%) a 34.6 16.5 

Adjusted Completion Rate (%) b 92.5 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 10   

Patients at Visit, n 69 15 

Patients Complete Questionnaire, n 65 15 

Completion Rate (%) a 30.4 14.6 

Adjusted Completion Rate (%) b 94.2 100.0 

 

Cycle 11   

Patients at Visit, n 68 15 

Patients Complete Questionnaire, n 66 15 

Completion Rate (%) a 30.8 14.6 

Adjusted Completion Rate (%) b 97.1 100.0 

 

Cycle 12   

Patients at Visit, n 62 14 

Patients Complete Questionnaire, n 61 14 

Completion Rate (%) a 28.5 13.6 

Adjusted Completion Rate (%) b 98.4 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 13   

Patients at Visit, n 54 9 

Patients Complete Questionnaire, n 54 9 

Completion Rate (%) a 25.2 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 14   

Patients at Visit, n 53 8 

Patients Complete Questionnaire, n 53 8 

Completion Rate (%) a 24.8 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 15   

Patients at Visit, n 49 8 

Patients Complete Questionnaire, n 49 8 

Completion Rate (%) a 22.9 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 

178



Protocol BGB-A317-303 Page 38 of 48 
 

Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 16   

Patients at Visit, n 41 7 

Patients Complete Questionnaire, n 41 7 

Completion Rate (%) a 19.2 6.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 17   

Patients at Visit, n 38 6 

Patients Complete Questionnaire, n 38 6 

Completion Rate (%) a 17.8 5.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 18   

Patients at Visit, n 37 6 

Patients Complete Questionnaire, n 37 6 

Completion Rate (%) a 17.3 5.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 19   

Patients at Visit, n 35 5 

Patients Complete Questionnaire, n 35 5 

Completion Rate (%) a 16.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 20   

Patients at Visit, n 32 5 

Patients Complete Questionnaire, n 32 5 

Completion Rate (%) a 15.0 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 21   

Patients at Visit, n 30 4 

Patients Complete Questionnaire, n 30 4 

Completion Rate (%) a 14.0 3.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 22   

Patients at Visit, n 27 2 

Patients Complete Questionnaire, n 27 2 

Completion Rate (%) a 12.6 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 23   

Patients at Visit, n 20 2 

Patients Complete Questionnaire, n 20 2 

Completion Rate (%) a 9.3 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 24   

Patients at Visit, n 19 2 

Patients Complete Questionnaire, n 19 2 

Completion Rate (%) a 8.9 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 25   

Patients at Visit, n 18 2 

Patients Complete Questionnaire, n 18 2 

Completion Rate (%) a 8.4 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 26   

Patients at Visit, n 15 2 

Patients Complete Questionnaire, n 15 2 

Completion Rate (%) a 7.0 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 27   

Patients at Visit, n 14 2 

Patients Complete Questionnaire, n 14 2 

Completion Rate (%) a 6.5 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 28   

Patients at Visit, n 13 2 

Patients Complete Questionnaire, n 13 2 

Completion Rate (%) a 6.1 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 29   

Patients at Visit, n 12 2 

Patients Complete Questionnaire, n 12 2 

Completion Rate (%) a 5.6 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 30   

Patients at Visit, n 12 1 

Patients Complete Questionnaire, n 12 1 

Completion Rate (%) a 5.6 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 

183



Protocol BGB-A317-303 Page 43 of 48 
 

Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 31   

Patients at Visit, n 11 1 

Patients Complete Questionnaire, n 11 1 

Completion Rate (%) a 5.1 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 32   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 33   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 34   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 35   

Patients at Visit, n 6 0 

Patients Complete Questionnaire, n 6 0 

Completion Rate (%) a 2.8 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 36   

Patients at Visit, n 5 0 

Patients Complete Questionnaire, n 5 0 

Completion Rate (%) a 2.3 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 37   

Patients at Visit, n 4 0 

Patients Complete Questionnaire, n 4 0 

Completion Rate (%) a 1.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 38   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 39   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 40   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 41   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 42   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 43   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 44   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 45   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 46   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

End of Treatment   

Patients at Visit, n 175 96 

Patients Complete Questionnaire, n 107 64 

Completion Rate (%) a 50.0 62.1 

Adjusted Completion Rate (%) b 61.1 66.7 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  27AUG2024 04:59  t-14-02-02-04-10-qs-comp-ia.rtf 

 

189



Protocol BGB-A317-303 Page 1 of 360 

 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 68.0 (19.15)  71.2 (18.52)  69.0 (18.98)  

Median 66.7  66.7  66.7  

Q1, Q3 54.2, 83.3  58.3, 83.3  58.3, 83.3  

Min, Max 0, 100  8, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 69.9 (19.99) 1.2 (17.68) 70.3 (16.58) -2.3 (15.86) 70.0 (19.00) 0.1 (17.20) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 50.0, 83.3 -8.3, 8.3 58.3, 83.3 -16.7, 8.3 58.3, 83.3 -8.3, 8.3 

Min, Max 25, 100 -50, 83 33, 100 -42, 33 25, 100 -50, 83 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 69.8 (20.75) 0.5 (17.83) 69.4 (17.53) -3.1 (20.17) 69.7 (19.85) -0.5 (18.56) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 50.0, 83.3 -8.3, 8.3 58.3, 83.3 -16.7, 8.3 50.0, 83.3 -8.3, 8.3 

Min, Max 0, 100 -67, 58 25, 100 -42, 75 0, 100 -67, 75 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 71.4 (20.52) 1.0 (19.11) 69.3 (15.75) -2.3 (20.04) 70.9 (19.41) 0.1 (19.34) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 58.3, 83.3 -8.3, 16.7 54.2, 83.3 -16.7, 0.0 58.3, 83.3 -16.7, 8.3 

Min, Max 17, 100 -50, 58 33, 100 -42, 75 17, 100 -50, 75 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 74.7 (17.31) 4.6 (17.18) 69.9 (17.62) -1.6 (23.72) 73.6 (17.44) 3.2 (18.97) 

Median 79.2 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 66.7, 83.3 -16.7, 12.5 66.7, 83.3 -8.3, 16.7 

Min, Max 33, 100 -50, 58 33, 100 -50, 75 33, 100 -50, 75 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 75.6 (16.97) 4.6 (16.52) 69.9 (16.13) -0.3 (22.39) 74.3 (16.89) 3.5 (18.10) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 66.7, 83.3 -16.7, 16.7 66.7, 83.3 0.0, 16.7 

Min, Max 42, 100 -50, 50 33, 100 -50, 58 33, 100 -50, 58 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 75.4 (18.63) 3.5 (19.26) 68.7 (15.79) 0.0 (20.92) 74.2 (18.27) 2.9 (19.53) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 -8.3, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 -8.3, 16.7 

Min, Max 0, 100 -50, 67 50, 100 -50, 42 0, 100 -50, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 77.1 (16.96) 5.5 (16.43) 70.4 (18.13) 4.2 (24.13) 75.9 (17.26) 5.3 (17.82) 

Median 83.3 0.0 75.0 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -8.3, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 17, 100 -33, 50 33, 100 -17, 83 17, 100 -33, 83 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 76.0 (16.42) 3.5 (18.12) 65.7 (17.15) -1.0 (26.33) 74.2 (16.93) 2.7 (19.72) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 -8.3, 16.7 66.7, 83.3 -16.7, 0.0 66.7, 83.3 -8.3, 16.7 

Min, Max 33, 100 -33, 50 17, 83 -50, 75 17, 100 -50, 75 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 76.6 (15.48) 2.8 (15.63) 73.9 (15.06) 7.2 (29.69) 76.1 (15.35) 3.6 (18.76) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 66.7, 83.3 -16.7, 25.0 66.7, 83.3 -4.2, 16.7 

Min, Max 33, 100 -33, 50 50, 100 -17, 92 33, 100 -33, 92 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 75.6 (18.23) 2.0 (17.58) 72.8 (12.78) 6.1 (18.49) 75.1 (17.34) 2.7 (17.71) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 -4.2, 16.7 66.7, 83.3 0.0, 16.7 66.7, 83.3 0.0, 16.7 

Min, Max 0, 100 -50, 33 50, 100 -17, 58 0, 100 -50, 58 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 75.8 (16.65) 2.7 (17.97) 73.8 (15.28) 8.3 (22.65) 75.4 (16.32) 3.7 (18.88) 

Median 83.3 0.0 79.2 4.2 83.3 0.0 

Q1, Q3 66.7, 83.3 -8.3, 16.7 66.7, 83.3 0.0, 16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -42, 50 42, 100 -17, 75 42, 100 -42, 75 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 75.8 (15.80) 2.9 (17.22) 65.7 (16.90) -1.9 (15.47) 74.3 (16.21) 2.2 (16.95) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 8.3 50.0, 83.3 -16.7, 16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 42, 100 -42, 50 50, 92 -17, 17 42, 100 -42, 50 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 75.6 (14.33) 3.3 (16.21) 68.8 (20.77) 1.0 (14.39) 74.7 (15.29) 3.0 (15.89) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 58.3, 83.3 -8.3, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -42, 33 33, 100 -17, 25 33, 100 -42, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 74.1 (14.15) 2.6 (14.95) 70.8 (17.25) 3.1 (15.39) 73.7 (14.50) 2.6 (14.87) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 58.3, 83.3 -8.3, 16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -25, 33 50, 100 -17, 25 50, 100 -25, 33 

 

Cycle 16       

n 41 41 7 7 48 48 

Mean (SD) 76.2 (15.09) 4.5 (15.93) 67.9 (21.75) 2.4 (20.81) 75.0 (16.22) 4.2 (16.49) 

Median 83.3 0.0 66.7 0.0 79.2 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 25.0 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -17, 50 42, 100 -17, 33 42, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 76.8 (15.52) 3.7 (15.58) 61.1 (20.18) -2.8 (19.48) 74.6 (16.85) 2.8 (16.07) 

Median 83.3 0.0 58.3 -8.3 79.2 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 50.0, 83.3 -16.7, 0.0 66.7, 83.3 -8.3, 8.3 

Min, Max 50, 100 -17, 50 33, 83 -17, 33 33, 100 -17, 50 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 77.5 (15.57) 4.3 (16.15) 69.4 (12.55) 5.6 (22.77) 76.4 (15.32) 4.5 (16.90) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 66.7, 83.3 -16.7, 33.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -33, 50 50, 83 -17, 33 50, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 75.7 (16.83) 2.4 (16.49) 70.0 (13.94) 0.0 (20.41) 75.0 (16.45) 2.1 (16.75) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 8.3 66.7, 83.3 -16.7, 0.0 66.7, 83.3 0.0, 8.3 

Min, Max 33, 100 -33, 50 50, 83 -17, 33 33, 100 -33, 50 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 77.1 (16.93) 2.3 (17.48) 70.0 (13.94) 0.0 (20.41) 76.1 (16.57) 2.0 (17.61) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 -4.2, 8.3 66.7, 83.3 -16.7, 0.0 66.7, 83.3 -8.3, 8.3 

Min, Max 50, 100 -33, 50 50, 83 -17, 33 50, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 78.6 (14.79) 4.7 (16.62) 72.9 (18.48) 6.3 (28.36) 77.9 (15.06) 4.9 (17.78) 

Median 83.3 0.0 75.0 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 58.3, 87.5 -16.7, 29.2 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -17, 50 50, 92 -17, 42 50, 100 -17, 50 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 78.7 (15.90) 4.6 (17.50) 50.0 (0.00) -16.7 (0.00) 76.7 (17.02) 3.2 (17.74) 

Median 83.3 0.0 50.0 -16.7 83.3 0.0 

Q1, Q3 66.7, 91.7 -8.3, 16.7 50.0, 50.0 -16.7, -16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -25, 50 50, 50 -17, -17 50, 100 -25, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 80.0 (14.66) 4.2 (15.65) 50.0 (0.00) -16.7 (0.00) 77.3 (16.50) 2.3 (16.10) 

Median 83.3 0.0 50.0 -16.7 83.3 0.0 

Q1, Q3 66.7, 87.5 0.0, 12.5 50.0, 50.0 -16.7, -16.7 66.7, 83.3 -8.3, 8.3 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 79.4 (13.99) 4.8 (15.54) 58.3 (11.79) -8.3 (11.79) 77.4 (14.94) 3.6 (15.49) 

Median 83.3 0.0 58.3 -8.3 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 66.7 -16.7, 0.0 66.7, 83.3 0.0, 8.3 

Min, Max 50, 100 -17, 50 50, 67 -17, 0 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 78.2 (13.75) 3.2 (14.89) 50.0 (0.00) -16.7 (0.00) 75.4 (15.64) 1.3 (15.36) 

Median 83.3 0.0 50.0 -16.7 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 8.3 50.0, 50.0 -16.7, -16.7 66.7, 83.3 -8.3, 8.3 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 77.2 (15.58) 5.0 (16.31) 50.0 (0.00) -16.7 (0.00) 74.0 (17.15) 2.5 (16.86) 

Median 83.3 0.0 50.0 -16.7 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 50.0 -16.7, -16.7 66.7, 83.3 -8.3, 8.3 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 75.6 (16.17) 4.2 (17.53) 58.3 (11.79) -8.3 (11.79) 73.4 (16.45) 2.6 (17.14) 

Median 83.3 0.0 58.3 -8.3 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 8.3 50.0, 66.7 -16.7, 0.0 62.5, 83.3 -4.2, 8.3 

Min, Max 50, 100 -25, 50 50, 67 -17, 0 50, 100 -25, 50 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 75.6 (16.12) 4.5 (17.22) 50.0 (0.00) -16.7 (0.00) 72.2 (17.44) 1.7 (17.59) 

Median 83.3 0.0 50.0 -16.7 66.7 0.0 

Q1, Q3 66.7, 83.3 0.0, 8.3 50.0, 50.0 -16.7, -16.7 50.0, 83.3 -16.7, 8.3 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 77.8 (14.79) 5.6 (17.53) 50.0 (0.00) -16.7 (0.00) 73.8 (16.94) 2.4 (18.03) 

Median 83.3 0.0 50.0 -16.7 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 12.5 50.0, 50.0 -16.7, -16.7 66.7, 83.3 -16.7, 8.3 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 75.7 (17.21) 3.5 (19.61) 50.0 (NE) -16.7 (NE) 73.7 (17.95) 1.9 (19.59) 

Median 83.3 0.0 50.0 -16.7 83.3 0.0 

Q1, Q3 62.5, 83.3 -8.3, 12.5 50.0, 50.0 -16.7, -16.7 58.3, 83.3 -16.7, 8.3 

Min, Max 50, 100 -25, 50 50, 50 -17, -17 50, 100 -25, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 74.2 (15.57) 0.0 (12.36) 50.0 (NE) -16.7 (NE) 72.2 (16.41) -1.4 (12.73) 

Median 83.3 0.0 50.0 -16.7 75.0 0.0 

Q1, Q3 66.7, 83.3 -16.7, 8.3 50.0, 50.0 -16.7, -16.7 58.3, 83.3 -16.7, 8.3 

Min, Max 50, 100 -17, 17 50, 50 -17, -17 50, 100 -17, 17 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 76.2 (8.91) 4.8 (11.64) 50.0 (NE) -16.7 (NE) 72.9 (12.40) 2.1 (13.18) 

Median 83.3 8.3 50.0 -16.7 75.0 4.2 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 50.0 -16.7, -16.7 66.7, 83.3 -8.3, 12.5 

Min, Max 67, 83 -17, 17 50, 50 -17, -17 50, 83 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 75.0 (9.13) 5.6 (12.55) 50.0 (NE) -16.7 (NE) 71.4 (12.60) 2.4 (14.20) 

Median 75.0 8.3 50.0 -16.7 66.7 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 50.0 -16.7, -16.7 66.7, 83.3 -16.7, 16.7 

Min, Max 67, 83 -17, 17 50, 50 -17, -17 50, 83 -17, 17 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 75.0 (9.13) 5.6 (12.55) 50.0 (NE) -16.7 (NE) 71.4 (12.60) 2.4 (14.20) 

Median 75.0 8.3 50.0 -16.7 66.7 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 50.0 -16.7, -16.7 66.7, 83.3 -16.7, 16.7 

Min, Max 67, 83 -17, 17 50, 50 -17, -17 50, 83 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 75.0 (9.13) 5.6 (12.55)   75.0 (9.13) 5.6 (12.55) 

Median 75.0 8.3   75.0 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7   66.7, 83.3 0.0, 16.7 

Min, Max 67, 83 -17, 17   67, 83 -17, 17 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 76.7 (9.13) 10.0 (6.97)   76.7 (9.13) 10.0 (6.97) 

Median 83.3 8.3   83.3 8.3 

Q1, Q3 66.7, 83.3 8.3, 16.7   66.7, 83.3 8.3, 16.7 

Min, Max 67, 83 0, 17   67, 83 0, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-ia.rtf 

207



Protocol BGB-A317-303 Page 19 of 360 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 75.0 (9.62) 8.3 (6.80)   75.0 (9.62) 8.3 (6.80) 

Median 75.0 8.3   75.0 8.3 

Q1, Q3 66.7, 83.3 4.2, 12.5   66.7, 83.3 4.2, 12.5 

Min, Max 67, 83 0, 17   67, 83 0, 17 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 72.2 (9.62) 8.3 (8.33)   72.2 (9.62) 8.3 (8.33) 

Median 66.7 8.3   66.7 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7   66.7, 83.3 0.0, 16.7 

Min, Max 67, 83 0, 17   67, 83 0, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 72.2 (9.62) 8.3 (8.33)   72.2 (9.62) 8.3 (8.33) 

Median 66.7 8.3   66.7 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7   66.7, 83.3 0.0, 16.7 

Min, Max 67, 83 0, 17   67, 83 0, 17 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 66.7 (0.00) 12.5 (5.89)   66.7 (0.00) 12.5 (5.89) 

Median 66.7 12.5   66.7 12.5 

Q1, Q3 66.7, 66.7 8.3, 16.7   66.7, 66.7 8.3, 16.7 

Min, Max 67, 67 8, 17   67, 67 8, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 66.7 (0.00) 12.5 (5.89)   66.7 (0.00) 12.5 (5.89) 

Median 66.7 12.5   66.7 12.5 

Q1, Q3 66.7, 66.7 8.3, 16.7   66.7, 66.7 8.3, 16.7 

Min, Max 67, 67 8, 17   67, 67 8, 17 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 66.7 (0.00) 12.5 (5.89)   66.7 (0.00) 12.5 (5.89) 

Median 66.7 12.5   66.7 12.5 

Q1, Q3 66.7, 66.7 8.3, 16.7   66.7, 66.7 8.3, 16.7 

Min, Max 67, 67 8, 17   67, 67 8, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 63.6 (22.20) -4.1 (22.66) 61.3 (18.39) -10.8 (20.40) 62.7 (20.83) -6.6 (22.02) 

Median 66.7 0.0 66.7 -16.7 66.7 -4.2 

Q1, Q3 50.0, 83.3 -16.7, 8.3 50.0, 70.8 -20.8, 0.0 50.0, 83.3 -16.7, 4.2 

Min, Max 0, 100 -75, 50 0, 100 -50, 58 0, 100 -75, 58 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 86.1 (13.66)  88.0 (12.61)  86.7 (13.35)  

Median 86.7  93.3  86.7  

Q1, Q3 80.0, 100.0  80.0, 100.0  80.0, 100.0  

Min, Max 13, 100  47, 100  13, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 83.8 (16.72) -2.7 (12.00) 85.5 (15.11) -3.2 (10.58) 84.3 (16.24) -2.8 (11.58) 

Median 86.7 0.0 86.7 0.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 0.0 80.0, 100.0 -6.7, 0.0 80.0, 100.0 -6.7, 0.0 

Min, Max 7, 100 -47, 60 27, 100 -33, 20 7, 100 -47, 60 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 84.1 (17.91) -2.7 (15.50) 83.2 (18.15) -5.2 (14.13) 83.9 (17.94) -3.5 (15.13) 

Median 86.7 0.0 86.7 0.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 0.0 80.0, 93.3 -6.7, 0.0 80.0, 100.0 -6.7, 0.0 

Min, Max 0, 100 -67, 60 20, 100 -67, 13 0, 100 -67, 60 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 86.0 (16.88) -1.3 (12.79) 90.0 (11.28) 0.6 (8.60) 87.0 (15.73) -0.8 (11.88) 

Median 86.7 0.0 93.3 0.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 6.7 86.7, 100.0 -6.7, 6.7 80.0, 100.0 -6.7, 6.7 

Min, Max 13, 100 -53, 40 53, 100 -20, 20 13, 100 -53, 40 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 86.6 (14.83) -1.4 (12.57) 90.7 (8.77) -0.9 (9.45) 87.6 (13.77) -1.3 (11.90) 

Median 86.7 0.0 93.3 0.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 6.7 86.7, 100.0 -6.7, 3.3 80.0, 100.0 -6.7, 6.7 

Min, Max 20, 100 -60, 40 67, 100 -20, 27 20, 100 -60, 40 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 87.1 (14.60) -1.5 (14.23) 88.7 (12.07) -2.2 (9.67) 87.5 (14.02) -1.7 (13.26) 

Median 86.7 0.0 86.7 0.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 6.7 86.7, 100.0 -6.7, 0.0 80.0, 100.0 -6.7, 3.3 

Min, Max 7, 100 -87, 33 47, 100 -27, 27 7, 100 -87, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 88.7 (13.08) 0.4 (10.99) 85.1 (14.44) -7.0 (12.73) 88.1 (13.35) -1.0 (11.62) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 80.0, 100.0 -13.3, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 33, 100 -53, 27 53, 100 -40, 13 33, 100 -53, 27 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 88.2 (15.01) -0.1 (13.35) 82.6 (15.02) -9.6 (11.71) 87.3 (15.09) -1.7 (13.52) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 73.3, 93.3 -13.3, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 40, 100 -47, 33 47, 100 -40, 0 40, 100 -47, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 88.8 (13.24) 0.0 (11.67) 82.0 (17.28) -10.2 (15.30) 87.6 (14.17) -1.8 (12.89) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 80.0, 93.3 -6.7, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 47, 100 -40, 27 47, 100 -53, 0 47, 100 -53, 27 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 89.6 (12.13) 0.5 (12.01) 82.2 (15.05) -9.3 (14.86) 88.3 (12.91) -1.3 (13.03) 

Median 93.3 0.0 86.7 -6.7 90.0 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 93.3 -13.3, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 40, 100 -47, 33 47, 100 -47, 13 40, 100 -47, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 90.1 (12.27) 1.1 (12.38) 82.7 (16.09) -8.9 (13.72) 88.8 (13.25) -0.7 (13.13) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 86.7, 100.0 -3.3, 6.7 73.3, 93.3 -13.3, 0.0 86.7, 100.0 -6.7, 6.7 

Min, Max 53, 100 -33, 40 53, 100 -40, 13 53, 100 -40, 40 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 90.6 (12.04) 2.0 (11.93) 83.3 (16.07) -8.1 (11.75) 89.3 (13.07) 0.2 (12.46) 

Median 96.7 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 73.3, 100.0 -13.3, 0.0 86.7, 100.0 -3.3, 6.7 

Min, Max 53, 100 -40, 40 53, 100 -33, 7 53, 100 -40, 40 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 89.0 (12.50) 0.6 (10.93) 82.2 (14.14) -11.1 (12.02) 88.0 (12.85) -1.1 (11.74) 

Median 90.0 0.0 80.0 -13.3 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 6.7 73.3, 93.3 -20.0, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 53, 100 -33, 27 60, 100 -27, 7 53, 100 -33, 27 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 89.6 (13.30) 1.3 (12.41) 86.7 (12.34) -6.7 (8.73) 89.2 (13.12) 0.2 (12.23) 

Median 93.3 0.0 90.0 -6.7 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 76.7, 96.7 -13.3, 0.0 86.7, 100.0 0.0, 6.7 

Min, Max 40, 100 -47, 33 67, 100 -20, 7 40, 100 -47, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 88.6 (13.33) 0.3 (12.47) 85.0 (15.01) -8.3 (11.13) 88.1 (13.50) -0.9 (12.56) 

Median 86.7 0.0 90.0 -6.7 86.7 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 73.3, 96.7 -16.7, 0.0 80.0, 100.0 0.0, 6.7 

Min, Max 40, 100 -47, 33 60, 100 -27, 7 40, 100 -47, 33 

 

Cycle 16       

n 41 41 7 7 48 48 

Mean (SD) 91.4 (10.98) 2.1 (9.12) 81.9 (12.00) -10.5 (8.48) 90.0 (11.51) 0.3 (10.01) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 73.3, 93.3 -13.3, -6.7 86.7, 100.0 0.0, 6.7 

Min, Max 60, 100 -27, 27 60, 93 -27, 0 60, 100 -27, 27 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-ia.rtf 

221



Protocol BGB-A317-303 Page 33 of 360 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 90.5 (12.56) 1.8 (9.64) 81.1 (16.56) -10.0 (13.82) 89.2 (13.35) 0.2 (10.90) 

Median 96.7 0.0 83.3 -10.0 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 73.3, 93.3 -13.3, 0.0 86.7, 100.0 0.0, 6.7 

Min, Max 47, 100 -40, 27 53, 100 -33, 7 47, 100 -40, 27 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 91.4 (12.85) 2.0 (9.41) 85.6 (7.79) -5.6 (6.55) 90.5 (12.36) 0.9 (9.38) 

Median 100.0 0.0 86.7 -3.3 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 93.3 -13.3, 0.0 86.7, 100.0 0.0, 6.7 

Min, Max 53, 100 -33, 27 73, 93 -13, 0 53, 100 -33, 27 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 91.4 (11.94) 1.9 (8.64) 84.0 (11.16) -8.0 (8.69) 90.5 (11.97) 0.7 (9.16) 

Median 100.0 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 93.3 -13.3, 0.0 86.7, 100.0 0.0, 6.7 

Min, Max 60, 100 -27, 27 67, 93 -20, 0 60, 100 -27, 27 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 93.1 (10.23) 2.7 (8.10) 84.0 (7.60) -8.0 (5.58) 91.9 (10.32) 1.3 (8.58) 

Median 100.0 0.0 86.7 -6.7 100.0 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 86.7 -13.3, -6.7 86.7, 100.0 0.0, 6.7 

Min, Max 60, 100 -13, 27 73, 93 -13, 0 60, 100 -13, 27 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 92.9 (10.49) 3.1 (8.35) 86.7 (12.17) -3.3 (8.61) 92.2 (10.70) 2.4 (8.51) 

Median 100.0 0.0 86.7 -3.3 100.0 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 76.7, 96.7 -10.0, 3.3 86.7, 100.0 0.0, 6.7 

Min, Max 60, 100 -13, 27 73, 100 -13, 7 60, 100 -13, 27 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 93.1 (9.33) 2.2 (9.43) 86.7 (9.43) -3.3 (4.71) 92.6 (9.32) 1.8 (9.24) 

Median 100.0 0.0 86.7 -3.3 100.0 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 93.3 -6.7, 0.0 86.7, 100.0 0.0, 6.7 

Min, Max 67, 100 -20, 27 80, 93 -7, 0 67, 100 -20, 27 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 93.7 (9.30) 3.3 (9.79) 86.7 (9.43) -3.3 (4.71) 93.0 (9.31) 2.7 (9.57) 

Median 96.7 0.0 86.7 -3.3 93.3 0.0 

Q1, Q3 93.3, 100.0 0.0, 10.0 80.0, 93.3 -6.7, 0.0 93.3, 100.0 0.0, 6.7 

Min, Max 67, 100 -20, 27 80, 93 -7, 0 67, 100 -20, 27 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 93.0 (9.81) 3.2 (10.27) 80.0 (0.00) -10.0 (4.71) 91.7 (10.09) 1.9 (10.57) 

Median 100.0 0.0 80.0 -10.0 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 80.0 -13.3, -6.7 86.7, 100.0 0.0, 6.7 

Min, Max 67, 100 -20, 27 80, 80 -13, -7 67, 100 -20, 27 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 95.9 (7.28) 4.4 (9.43) 80.0 (0.00) -10.0 (4.71) 94.3 (8.45) 3.0 (10.02) 

Median 100.0 0.0 80.0 -10.0 100.0 0.0 

Q1, Q3 93.3, 100.0 0.0, 6.7 80.0, 80.0 -13.3, -6.7 90.0, 100.0 0.0, 6.7 

Min, Max 73, 100 -13, 27 80, 80 -13, -7 73, 100 -13, 27 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 95.6 (6.98) 4.4 (9.65) 86.7 (9.43) -3.3 (4.71) 94.5 (7.54) 3.5 (9.46) 

Median 100.0 0.0 86.7 -3.3 100.0 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 93.3 -6.7, 0.0 86.7, 100.0 0.0, 6.7 

Min, Max 80, 100 -7, 27 80, 93 -7, 0 80, 100 -7, 27 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 95.2 (6.09) 4.8 (8.84) 73.3 (9.43) -16.7 (4.71) 92.5 (9.70) 2.1 (11.08) 

Median 100.0 3.3 73.3 -16.7 96.7 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 66.7, 80.0 -20.0, -13.3 86.7, 100.0 -3.3, 6.7 

Min, Max 87, 100 -7, 27 67, 80 -20, -13 67, 100 -20, 27 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 94.4 (8.54) 3.1 (10.04) 80.0 (0.00) -10.0 (4.71) 92.4 (9.38) 1.3 (10.45) 

Median 100.0 0.0 80.0 -10.0 100.0 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 80.0 -13.3, -6.7 86.7, 100.0 -6.7, 6.7 

Min, Max 73, 100 -13, 27 80, 80 -13, -7 73, 100 -13, 27 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 95.6 (7.15) 4.4 (8.68) 80.0 (0.00) -10.0 (4.71) 93.3 (8.67) 2.4 (9.65) 

Median 100.0 0.0 80.0 -10.0 100.0 0.0 

Q1, Q3 90.0, 100.0 0.0, 6.7 80.0, 80.0 -13.3, -6.7 86.7, 100.0 0.0, 6.7 

Min, Max 80, 100 -7, 27 80, 80 -13, -7 80, 100 -13, 27 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 93.9 (11.53) 2.8 (12.86) 80.0 (NE) -6.7 (NE) 92.8 (11.69) 2.1 (12.59) 

Median 100.0 0.0 80.0 -6.7 100.0 0.0 

Q1, Q3 93.3, 100.0 0.0, 10.0 80.0, 80.0 -6.7, -6.7 93.3, 100.0 0.0, 6.7 

Min, Max 60, 100 -27, 27 80, 80 -7, -7 60, 100 -27, 27 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 92.7 (12.09) 0.0 (10.33) 80.0 (NE) -6.7 (NE) 91.7 (12.10) -0.6 (10.03) 

Median 100.0 0.0 80.0 -6.7 96.7 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 80.0 -6.7, -6.7 86.7, 100.0 -3.3, 6.7 

Min, Max 60, 100 -27, 13 80, 80 -7, -7 60, 100 -27, 13 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 91.4 (14.76) -2.9 (13.25) 80.0 (NE) -6.7 (NE) 90.0 (14.25) -3.3 (12.34) 

Median 100.0 0.0 80.0 -6.7 96.7 0.0 

Q1, Q3 86.7, 100.0 -13.3, 6.7 80.0, 80.0 -6.7, -6.7 83.3, 100.0 -10.0, 3.3 

Min, Max 60, 100 -27, 13 80, 80 -7, -7 60, 100 -27, 13 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 91.1 (13.11) -3.3 (10.95) 80.0 (NE) -6.7 (NE) 89.5 (12.68) -3.8 (10.08) 

Median 96.7 -3.3 80.0 -6.7 93.3 -6.7 

Q1, Q3 86.7, 100.0 -6.7, 0.0 80.0, 80.0 -6.7, -6.7 80.0, 100.0 -6.7, 0.0 

Min, Max 67, 100 -20, 13 80, 80 -7, -7 67, 100 -20, 13 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 91.1 (11.67) -3.3 (11.74) 80.0 (NE) -6.7 (NE) 89.5 (11.45) -3.8 (10.79) 

Median 96.7 0.0 80.0 -6.7 93.3 0.0 

Q1, Q3 80.0, 100.0 -13.3, 0.0 80.0, 80.0 -6.7, -6.7 80.0, 100.0 -13.3, 0.0 

Min, Max 73, 100 -20, 13 80, 80 -7, -7 73, 100 -20, 13 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 90.0 (15.63) -4.4 (13.77)   90.0 (15.63) -4.4 (13.77) 

Median 96.7 0.0   96.7 0.0 

Q1, Q3 86.7, 100.0 -13.3, 0.0   86.7, 100.0 -13.3, 0.0 

Min, Max 60, 100 -27, 13   60, 100 -27, 13 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 96.0 (5.96) 0.0 (9.43)   96.0 (5.96) 0.0 (9.43) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 93.3, 100.0 0.0, 0.0   93.3, 100.0 0.0, 0.0 

Min, Max 87, 100 -13, 13   87, 100 -13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 96.7 (6.67) 0.0 (10.89)   96.7 (6.67) 0.0 (10.89) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 93.3, 100.0 -6.7, 6.7   93.3, 100.0 -6.7, 6.7 

Min, Max 87, 100 -13, 13   87, 100 -13, 13 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 95.6 (7.70) 0.0 (13.33)   95.6 (7.70) 0.0 (13.33) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 86.7, 100.0 -13.3, 13.3   86.7, 100.0 -13.3, 13.3 

Min, Max 87, 100 -13, 13   87, 100 -13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 93.3 (6.67) -2.2 (10.18)   93.3 (6.67) -2.2 (10.18) 

Median 93.3 0.0   93.3 0.0 

Q1, Q3 86.7, 100.0 -13.3, 6.7   86.7, 100.0 -13.3, 6.7 

Min, Max 87, 100 -13, 7   87, 100 -13, 7 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 96.7 (4.71) 3.3 (14.14)   96.7 (4.71) 3.3 (14.14) 

Median 96.7 3.3   96.7 3.3 

Q1, Q3 93.3, 100.0 -6.7, 13.3   93.3, 100.0 -6.7, 13.3 

Min, Max 93, 100 -7, 13   93, 100 -7, 13 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 93.3 (9.43) 0.0 (18.86)   93.3 (9.43) 0.0 (18.86) 

Median 93.3 0.0   93.3 0.0 

Q1, Q3 86.7, 100.0 -13.3, 13.3   86.7, 100.0 -13.3, 13.3 

Min, Max 87, 100 -13, 13   87, 100 -13, 13 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 93.3 (9.43) 0.0 (18.86)   93.3 (9.43) 0.0 (18.86) 

Median 93.3 0.0   93.3 0.0 

Q1, Q3 86.7, 100.0 -13.3, 13.3   86.7, 100.0 -13.3, 13.3 

Min, Max 87, 100 -13, 13   87, 100 -13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 78.3 (23.01) -9.4 (19.70) 76.8 (20.81) -10.9 (18.11) 77.8 (22.17) -10.0 (19.08) 

Median 86.7 0.0 80.0 -6.7 86.7 -6.7 

Q1, Q3 66.7, 100.0 -20.0, 0.0 66.7, 90.0 -16.7, 0.0 66.7, 100.0 -20.0, 0.0 

Min, Max 7, 100 -73, 60 13, 100 -67, 20 7, 100 -73, 60 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 89.0 (17.76)  89.9 (16.06)  89.3 (17.22)  

Median 100.0  100.0  100.0  

Q1, Q3 83.3, 100.0  83.3, 100.0  83.3, 100.0  

Min, Max 0, 100  33, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 86.3 (21.56) -3.0 (17.29) 87.7 (16.99) -4.4 (14.89) 86.7 (20.27) -3.4 (16.59) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -67, 50 33, 100 -50, 50 0, 100 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 87.0 (21.06) -2.4 (20.03) 89.0 (18.80) -3.3 (19.98) 87.6 (20.42) -2.7 (19.98) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 67 17, 100 -83, 50 0, 100 -100, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 88.4 (19.16) -1.9 (17.74) 92.4 (12.17) -1.5 (11.82) 89.4 (17.72) -1.8 (16.42) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -83, 50 50, 100 -33, 33 0, 100 -83, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 88.3 (18.52) -3.0 (18.06) 90.3 (14.57) -4.6 (16.72) 88.7 (17.67) -3.4 (17.72) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 50, 100 -33, 17 0, 100 -100, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 87.5 (18.75) -4.2 (20.10) 83.8 (15.86) -10.6 (16.57) 86.7 (18.13) -5.7 (19.46) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 17, 100 -83, 50 50, 100 -33, 17 17, 100 -83, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 90.2 (18.52) -1.6 (19.26) 90.5 (16.31) -4.0 (15.73) 90.3 (18.07) -2.0 (18.62) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 50, 100 -33, 17 0, 100 -100, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 88.8 (20.07) -2.6 (21.89) 86.1 (21.58) -9.3 (17.36) 88.3 (20.25) -3.7 (21.27) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 17, 100 -83, 67 33, 100 -50, 17 17, 100 -83, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 89.4 (19.71) -2.9 (21.01) 88.2 (18.41) -6.9 (16.73) 89.2 (19.40) -3.6 (20.30) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 50, 100 -33, 17 0, 100 -100, 33 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 90.3 (20.29) -2.2 (22.67) 85.6 (19.79) -8.9 (20.77) 89.5 (20.17) -3.4 (22.37) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 33, 100 -50, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 91.7 (14.25) -1.2 (17.82) 84.4 (21.33) -10.0 (18.69) 90.4 (15.86) -2.8 (18.19) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 67 50, 100 -50, 17 50, 100 -50, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 91.1 (17.78) -2.2 (20.13) 82.1 (22.13) -11.9 (23.96) 89.5 (18.83) -3.9 (21.06) 

Median 100.0 0.0 91.7 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 33, 100 -50, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 89.8 (17.86) -4.3 (17.49) 83.3 (22.05) -9.3 (23.73) 88.9 (18.45) -5.0 (18.36) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 33, 100 -67, 33 50, 100 -50, 17 33, 100 -67, 33 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 89.6 (19.94) -4.4 (20.97) 85.4 (20.77) -8.3 (21.82) 89.1 (19.93) -4.9 (20.94) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 50, 100 -50, 17 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 90.5 (20.97) -3.7 (22.89) 83.3 (19.92) -10.4 (19.80) 89.5 (20.81) -4.7 (22.44) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 50, 100 -50, 0 0, 100 -100, 33 

 

Cycle 16       

n 41 41 7 7 48 48 

Mean (SD) 91.1 (20.45) -3.3 (21.80) 88.1 (20.89) -4.8 (28.41) 90.6 (20.31) -3.5 (22.53) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 16.7 91.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 50, 100 -50, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 89.9 (21.41) -4.8 (22.89) 77.8 (32.77) -13.9 (38.61) 88.3 (23.18) -6.1 (25.18) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 16.7 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 17, 100 -83, 17 0, 100 -100, 33 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 91.0 (21.01) -4.5 (22.79) 88.9 (13.61) -2.8 (22.15) 90.7 (20.02) -4.3 (22.45) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 67, 100 -33, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 88.6 (20.52) -6.7 (19.47) 90.0 (14.91) 0.0 (23.57) 88.8 (19.75) -5.8 (19.81) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -67, 33 67, 100 -33, 33 33, 100 -67, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 94.8 (14.93) -1.0 (16.90) 86.7 (13.94) -3.3 (18.26) 93.7 (14.88) -1.4 (16.84) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 100.0, 100.0 0.0, 0.0 

Min, Max 33, 100 -67, 33 67, 100 -33, 17 33, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 94.4 (13.37) -1.1 (15.12) 87.5 (15.96) 0.0 (27.22) 93.6 (13.62) -1.0 (16.38) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 75.0, 100.0 -16.7, 16.7 100.0, 100.0 0.0, 0.0 

Min, Max 50, 100 -50, 33 67, 100 -33, 33 50, 100 -50, 33 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 94.4 (13.07) -3.1 (15.36) 83.3 (23.57) -16.7 (23.57) 93.7 (13.67) -4.0 (15.85) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 100.0, 100.0 0.0, 0.0 

Min, Max 50, 100 -50, 33 67, 100 -33, 0 50, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 95.0 (13.36) -4.2 (14.18) 83.3 (23.57) -16.7 (23.57) 93.9 (14.13) -5.3 (14.90) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 100.0, 100.0 0.0, 0.0 

Min, Max 50, 100 -50, 17 67, 100 -33, 0 50, 100 -50, 17 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 93.9 (12.68) -5.3 (13.67) 83.3 (23.57) -16.7 (23.57) 92.9 (13.51) -6.3 (14.41) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 100.0, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 95.4 (11.15) -3.7 (12.20) 83.3 (23.57) -16.7 (23.57) 94.2 (12.42) -5.0 (13.36) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 100.0, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 93.3 (13.80) -5.6 (15.00) 83.3 (23.57) -16.7 (23.57) 92.2 (14.57) -6.9 (15.66) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 100.0, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 91.7 (14.25) -7.1 (15.63) 83.3 (23.57) -16.7 (23.57) 90.6 (14.87) -8.3 (16.10) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 66.7, 100.0 -33.3, 0.0 75.0, 100.0 -25.0, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 94.9 (10.51) -3.8 (12.08) 83.3 (23.57) -16.7 (23.57) 93.3 (12.28) -5.6 (13.61) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 91.7 (15.08) -6.9 (16.60) 83.3 (23.57) -16.7 (23.57) 90.5 (15.63) -8.3 (16.98) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 93.1 (13.22) -5.6 (14.79) 66.7 (NE) -33.3 (NE) 91.0 (14.62) -7.7 (16.12) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 91.7, 100.0 -8.3, 0.0 66.7, 66.7 -33.3, -33.3 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -33, -33 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 92.4 (13.67) -6.1 (15.41) 66.7 (NE) -33.3 (NE) 90.3 (15.01) -8.3 (16.67) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 66.7, 66.7 -33.3, -33.3 75.0, 100.0 -25.0, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -33, -33 67, 100 -33, 17 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 95.2 (12.60) -2.4 (15.00) 66.7 (NE) -33.3 (NE) 91.7 (15.43) -6.3 (17.68) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 66.7 -33.3, -33.3 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -33, -33 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 94.4 (13.61) -2.8 (16.39) 66.7 (NE) -33.3 (NE) 90.5 (16.27) -7.1 (18.90) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 66.7 -33.3, -33.3 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -33, -33 67, 100 -33, 17 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 91.7 (13.94) -5.6 (13.61) 66.7 (NE) -33.3 (NE) 88.1 (15.85) -9.5 (16.27) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 66.7 -33.3, -33.3 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0 67, 67 -33, -33 67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 88.9 (20.18) -8.3 (22.97)   88.9 (20.18) -8.3 (22.97) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0   83.3, 100.0 -16.7, 0.0 

Min, Max 50, 100 -50, 17   50, 100 -50, 17 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 93.3 (14.91) -3.3 (18.26)   93.3 (14.91) -3.3 (18.26) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17   67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 91.7 (16.67) -8.3 (16.67)   91.7 (16.67) -8.3 (16.67) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0   83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 88.9 (19.25) -11.1 (19.25)   88.9 (19.25) -11.1 (19.25) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 100.0 (0.00) 0.0 (0.00)   100.0 (0.00) 0.0 (0.00) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 83.3 (23.57) -16.7 (23.57)   83.3 (23.57) -16.7 (23.57) 

Median 83.3 -16.7   83.3 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 83.3 (23.57) -16.7 (23.57)   83.3 (23.57) -16.7 (23.57) 

Median 83.3 -16.7   83.3 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 75.0 (35.36) -25.0 (35.36)   75.0 (35.36) -25.0 (35.36) 

Median 75.0 -25.0   75.0 -25.0 

Q1, Q3 50.0, 100.0 -50.0, 0.0   50.0, 100.0 -50.0, 0.0 

Min, Max 50, 100 -50, 0   50, 100 -50, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 78.4 (26.79) -12.3 (27.66) 78.1 (26.87) -12.8 (23.89) 78.3 (26.74) -12.5 (26.25) 

Median 83.3 0.0 91.7 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -33.3, 0.0 

Min, Max 0, 100 -100, 67 0, 100 -67, 33 0, 100 -100, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 88.1 (15.37)  89.9 (14.08)  88.6 (14.98)  

Median 91.7  91.7  91.7  

Q1, Q3 75.0, 100.0  83.3, 100.0  83.3, 100.0  

Min, Max 8, 100  33, 100  8, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 90.0 (13.41) 2.0 (10.79) 90.6 (15.78) 0.3 (14.49) 90.2 (14.14) 1.5 (12.02) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 42, 100 -25, 58 0, 100 -100, 33 0, 100 -100, 58 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 89.6 (15.84) 1.7 (12.25) 89.3 (13.54) -0.5 (13.53) 89.5 (15.19) 1.1 (12.64) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 17, 100 -58, 58 33, 100 -67, 33 17, 100 -67, 58 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 87.5 (16.39) 0.6 (13.93) 90.9 (13.67) 0.2 (11.58) 88.4 (15.78) 0.5 (13.35) 

Median 91.7 0.0 100.0 0.0 91.7 0.0 

Q1, Q3 75.0, 100.0 0.0, 8.3 83.3, 100.0 -4.2, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 0, 100 -50, 58 42, 100 -50, 17 0, 100 -50, 58 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 89.1 (14.38) 2.0 (13.60) 89.8 (14.65) -1.6 (10.51) 89.2 (14.40) 1.2 (13.01) 

Median 91.7 0.0 100.0 0.0 91.7 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -50, 58 33, 100 -33, 17 33, 100 -50, 58 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 89.6 (14.16) 1.0 (13.19) 89.1 (17.74) -1.5 (15.23) 89.5 (15.01) 0.4 (13.68) 

Median 91.7 0.0 100.0 0.0 91.7 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 83.3, 100.0 -8.3, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -42, 58 17, 100 -50, 25 17, 100 -50, 58 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 90.8 (12.79) 1.6 (12.60) 88.5 (11.33) -2.4 (9.91) 90.4 (12.52) 0.9 (12.21) 

Median 100.0 0.0 91.7 0.0 91.7 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 83.3, 100.0 -8.3, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 50, 100 -33, 58 67, 100 -33, 8 50, 100 -33, 58 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 90.8 (13.88) 1.7 (10.89) 85.6 (16.12) -5.1 (12.17) 90.0 (14.33) 0.5 (11.35) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 -8.3, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 25, 100 -33, 50 50, 100 -33, 8 25, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 90.7 (13.72) 1.0 (11.74) 84.3 (18.13) -7.4 (16.64) 89.6 (14.68) -0.4 (13.03) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 -8.3, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -33, 25 42, 100 -42, 17 33, 100 -42, 25 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 91.3 (13.29) 1.4 (14.22) 85.0 (14.84) -5.6 (12.47) 90.2 (13.70) 0.2 (14.11) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 50, 100 -33, 50 67, 100 -33, 8 50, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 90.1 (14.73) 0.4 (12.03) 84.4 (14.39) -6.1 (14.25) 89.1 (14.75) -0.8 (12.62) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 -16.7, 0.0 75.0, 100.0 -8.3, 8.3 

Min, Max 25, 100 -33, 33 67, 100 -33, 8 25, 100 -33, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 89.4 (14.56) 0.0 (14.71) 84.5 (17.56) -5.4 (16.86) 88.5 (15.15) -1.0 (15.15) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -8.3, 8.3 75.0, 100.0 -16.7, 8.3 75.0, 100.0 -8.3, 8.3 

Min, Max 42, 100 -33, 33 50, 100 -50, 8 42, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 89.7 (14.01) -0.2 (14.07) 84.3 (20.17) -8.3 (23.57) 88.9 (14.97) -1.3 (15.78) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -8.3, 8.3 75.0, 100.0 -16.7, 8.3 83.3, 100.0 -8.3, 8.3 

Min, Max 58, 100 -33, 50 42, 100 -58, 8 42, 100 -58, 50 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 89.8 (14.86) 0.2 (11.02) 89.6 (13.18) -2.1 (12.40) 89.8 (14.55) -0.1 (11.13) 

Median 100.0 0.0 95.8 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 79.2, 100.0 -8.3, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -33, 25 67, 100 -25, 8 33, 100 -33, 25 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 89.8 (14.95) 0.7 (12.36) 88.5 (16.63) -3.1 (16.63) 89.6 (15.05) 0.1 (12.94) 

Median 100.0 0.0 95.8 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 79.2, 100.0 -4.2, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -33, 25 58, 100 -42, 8 33, 100 -42, 25 

 

Cycle 16       

n 41 41 7 7 48 48 

Mean (SD) 91.3 (14.55) 2.4 (9.90) 88.1 (19.16) -2.4 (21.36) 90.8 (15.11) 1.7 (12.03) 

Median 100.0 0.0 100.0 8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 75.0, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -17, 25 50, 100 -50, 8 33, 100 -50, 25 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 89.7 (16.26) 1.3 (11.38) 86.1 (18.76) -2.8 (19.48) 89.2 (16.43) 0.8 (12.56) 

Median 100.0 0.0 95.8 4.2 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 25, 100 -25, 25 58, 100 -42, 8 25, 100 -42, 25 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 90.5 (14.59) 0.0 (13.61) 91.7 (12.91) 2.8 (6.80) 90.7 (14.23) 0.4 (12.85) 

Median 100.0 0.0 95.8 4.2 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 58, 100 -42, 25 67, 100 -8, 8 58, 100 -42, 25 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 92.1 (13.09) 1.7 (12.59) 91.7 (14.43) 5.0 (4.56) 92.1 (13.07) 2.1 (11.90) 

Median 100.0 0.0 100.0 8.3 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 58, 100 -42, 33 67, 100 0, 8 58, 100 -42, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 94.0 (10.84) 2.1 (12.16) 90.0 (13.69) 3.3 (4.56) 93.5 (11.13) 2.3 (11.39) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 33 67, 100 0, 8 67, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 93.1 (12.00) 1.7 (12.26) 91.7 (16.67) 4.2 (4.81) 92.9 (12.33) 2.0 (11.62) 

Median 100.0 0.0 100.0 4.2 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 58, 100 -42, 25 67, 100 0, 8 58, 100 -42, 25 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 93.8 (10.74) 1.9 (11.86) 100.0 (0.00) 4.2 (5.89) 94.3 (10.47) 2.0 (11.50) 

Median 100.0 0.0 100.0 4.2 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 100.0, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 25 100, 100 0, 8 67, 100 -33, 25 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 92.1 (12.23) 1.3 (14.38) 100.0 (0.00) 4.2 (5.89) 92.8 (11.87) 1.5 (13.76) 

Median 100.0 0.0 100.0 4.2 100.0 0.0 

Q1, Q3 87.5, 100.0 -4.2, 4.2 100.0, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 33 100, 100 0, 8 67, 100 -33, 33 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 91.7 (12.11) 1.3 (10.85) 100.0 (0.00) 4.2 (5.89) 92.5 (11.76) 1.6 (10.41) 

Median 100.0 0.0 100.0 4.2 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 100.0, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -25, 25 100, 100 0, 8 67, 100 -25, 25 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 91.7 (12.78) 1.9 (15.00) 100.0 (0.00) 4.2 (5.89) 92.5 (12.36) 2.1 (14.27) 

Median 100.0 0.0 100.0 4.2 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 100.0, 100.0 0.0, 8.3 87.5, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 33 100, 100 0, 8 67, 100 -33, 33 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 91.1 (12.39) 3.3 (13.29) 100.0 (0.00) 4.2 (5.89) 92.2 (11.96) 3.4 (12.52) 

Median 100.0 0.0 100.0 4.2 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 100.0, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -25, 25 100, 100 0, 8 67, 100 -25, 25 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 92.3 (12.85) 4.2 (13.38) 95.8 (5.89) 0.0 (0.00) 92.7 (12.12) 3.6 (12.53) 

Median 100.0 0.0 95.8 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 16.7 91.7, 100.0 0.0, 0.0 91.7, 100.0 0.0, 12.5 

Min, Max 67, 100 -25, 25 92, 100 0, 0 67, 100 -25, 25 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 91.7 (14.43) 3.2 (16.15) 100.0 (0.00) 4.2 (5.89) 92.8 (13.68) 3.3 (15.04) 

Median 100.0 0.0 100.0 4.2 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 100.0, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 33 100, 100 0, 8 67, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 92.4 (13.04) 2.8 (15.62) 100.0 (0.00) 4.2 (5.89) 93.5 (12.31) 3.0 (14.47) 

Median 100.0 0.0 100.0 4.2 100.0 0.0 

Q1, Q3 87.5, 100.0 0.0, 12.5 100.0, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 25 100, 100 0, 8 67, 100 -33, 25 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 92.4 (14.42) 2.8 (17.16) 100.0 (NE) 8.3 (NE) 92.9 (13.96) 3.2 (16.51) 

Median 100.0 0.0 100.0 8.3 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 12.5 100.0, 100.0 8.3, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 58, 100 -42, 25 100, 100 8, 8 58, 100 -42, 25 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 93.9 (11.84) 5.3 (15.49) 100.0 (NE) 8.3 (NE) 94.4 (11.42) 5.6 (14.79) 

Median 100.0 0.0 100.0 8.3 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 16.7 100.0, 100.0 8.3, 8.3 95.8, 100.0 0.0, 12.5 

Min, Max 67, 100 -25, 33 100, 100 8, 8 67, 100 -25, 33 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 94.0 (12.47) 6.0 (22.42) 100.0 (NE) 8.3 (NE) 94.8 (11.73) 6.3 (20.77) 

Median 100.0 8.3 100.0 8.3 100.0 8.3 

Q1, Q3 91.7, 100.0 -8.3, 25.0 100.0, 100.0 8.3, 8.3 95.8, 100.0 -4.2, 20.8 

Min, Max 67, 100 -33, 33 100, 100 8, 8 67, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 93.1 (13.35) 6.9 (24.39) 100.0 (NE) 8.3 (NE) 94.0 (12.47) 7.1 (22.27) 

Median 100.0 12.5 100.0 8.3 100.0 8.3 

Q1, Q3 91.7, 100.0 -8.3, 25.0 100.0, 100.0 8.3, 8.3 91.7, 100.0 -8.3, 25.0 

Min, Max 67, 100 -33, 33 100, 100 8, 8 67, 100 -33, 33 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 90.3 (13.35) 4.2 (24.01) 100.0 (NE) 8.3 (NE) 91.7 (12.73) 4.8 (21.97) 

Median 95.8 12.5 100.0 8.3 100.0 8.3 

Q1, Q3 83.3, 100.0 -16.7, 25.0 100.0, 100.0 8.3, 8.3 83.3, 100.0 -16.7, 25.0 

Min, Max 67, 100 -33, 25 100, 100 8, 8 67, 100 -33, 25 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 90.3 (13.35) 4.2 (24.01)   90.3 (13.35) 4.2 (24.01) 

Median 95.8 12.5   95.8 12.5 

Q1, Q3 83.3, 100.0 -16.7, 25.0   83.3, 100.0 -16.7, 25.0 

Min, Max 67, 100 -33, 25   67, 100 -33, 25 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 96.7 (4.56) 13.3 (13.94)   96.7 (4.56) 13.3 (13.94) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 91.7, 100.0 8.3, 25.0   91.7, 100.0 8.3, 25.0 

Min, Max 92, 100 -8, 25   92, 100 -8, 25 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 100.0 (0.00) 12.5 (10.76)   100.0 (0.00) 12.5 (10.76) 

Median 100.0 12.5   100.0 12.5 

Q1, Q3 100.0, 100.0 4.2, 20.8   100.0, 100.0 4.2, 20.8 

Min, Max 100, 100 0, 25   100, 100 0, 25 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 100.0 (0.00) 11.1 (12.73)   100.0 (0.00) 11.1 (12.73) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 0.0, 25.0   100.0, 100.0 0.0, 25.0 

Min, Max 100, 100 0, 25   100, 100 0, 25 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 100.0 (0.00) 11.1 (12.73)   100.0 (0.00) 11.1 (12.73) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 0.0, 25.0   100.0, 100.0 0.0, 25.0 

Min, Max 100, 100 0, 25   100, 100 0, 25 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 95.8 (5.89) 0.0 (11.79)   95.8 (5.89) 0.0 (11.79) 

Median 95.8 0.0   95.8 0.0 

Q1, Q3 91.7, 100.0 -8.3, 8.3   91.7, 100.0 -8.3, 8.3 

Min, Max 92, 100 -8, 8   92, 100 -8, 8 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 95.8 (5.89) 0.0 (11.79)   95.8 (5.89) 0.0 (11.79) 

Median 95.8 0.0   95.8 0.0 

Q1, Q3 91.7, 100.0 -8.3, 8.3   91.7, 100.0 -8.3, 8.3 

Min, Max 92, 100 -8, 8   92, 100 -8, 8 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 100.0 (0.00) 4.2 (5.89)   100.0 (0.00) 4.2 (5.89) 

Median 100.0 4.2   100.0 4.2 

Q1, Q3 100.0, 100.0 0.0, 8.3   100.0, 100.0 0.0, 8.3 

Min, Max 100, 100 0, 8   100, 100 0, 8 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 83.1 (20.36) -6.3 (15.49) 83.2 (19.10) -5.6 (14.09) 83.1 (19.85) -6.1 (14.95) 

Median 91.7 0.0 91.7 0.0 91.7 0.0 

Q1, Q3 66.7, 100.0 -8.3, 0.0 70.8, 100.0 -8.3, 0.0 66.7, 100.0 -8.3, 0.0 

Min, Max 25, 100 -58, 42 33, 100 -42, 17 25, 100 -58, 42 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-ia.rtf 

285



Protocol BGB-A317-303 Page 97 of 360 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 89.6 (14.69)  91.6 (12.30)  90.2 (13.99)  

Median 100.0  100.0  100.0  

Q1, Q3 83.3, 100.0  83.3, 100.0  83.3, 100.0  

Min, Max 33, 100  50, 100  33, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 90.7 (14.66) 0.4 (12.60) 90.9 (14.50) -1.2 (11.51) 90.7 (14.58) -0.1 (12.28) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -33, 50 33, 100 -33, 17 33, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 89.3 (16.39) -0.9 (15.29) 87.9 (15.52) -3.8 (13.66) 88.9 (16.13) -1.7 (14.88) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 17, 100 -67, 67 33, 100 -50, 33 17, 100 -67, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 90.7 (15.77) 0.4 (14.09) 91.7 (13.69) -0.8 (11.34) 91.0 (15.24) 0.1 (13.43) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -50, 33 50, 100 -33, 33 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-ia.rtf 

287



Protocol BGB-A317-303 Page 99 of 360 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 90.7 (13.89) -0.3 (13.38) 92.6 (12.88) 0.5 (10.90) 91.1 (13.65) -0.1 (12.83) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -50, 33 50, 100 -33, 17 33, 100 -50, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 90.5 (14.50) -1.1 (12.17) 88.9 (15.96) -3.0 (13.47) 90.1 (14.81) -1.5 (12.47) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 33, 100 -33, 17 33, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 90.6 (13.73) -0.9 (12.79) 86.5 (18.72) -4.8 (11.95) 89.9 (14.76) -1.6 (12.68) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 33, 100 -33, 17 33, 100 -33, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 91.6 (12.84) 0.4 (13.05) 84.3 (16.64) -5.6 (15.12) 90.3 (13.74) -0.6 (13.53) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 50, 100 -50, 17 50, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 91.3 (14.03) 0.6 (12.56) 82.4 (16.11) -6.9 (16.73) 89.7 (14.72) -0.7 (13.59) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 50, 100 -50, 17 50, 100 -50, 33 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 91.8 (12.98) 1.2 (12.88) 85.6 (15.26) -2.2 (12.39) 90.7 (13.53) 0.6 (12.79) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 50, 100 -33, 33 50, 100 -17, 17 50, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 91.7 (14.54) 1.2 (13.90) 86.7 (14.36) -1.1 (13.31) 90.8 (14.55) 0.8 (13.75) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -50, 33 67, 100 -33, 17 50, 100 -50, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 92.2 (13.06) 1.6 (11.17) 81.0 (19.46) -6.0 (16.80) 90.1 (14.95) 0.2 (12.62) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 50, 100 -33, 17 50, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 92.9 (12.37) 1.9 (10.57) 81.5 (21.15) -7.4 (22.22) 91.3 (14.31) 0.5 (13.04) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 17 50, 100 -50, 17 50, 100 -50, 17 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 92.1 (14.47) 1.3 (14.56) 79.2 (23.15) -8.3 (17.82) 90.4 (16.23) 0.0 (15.21) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -8.3, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 50, 100 -33, 33 33, 100 -50, 0 33, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 90.8 (13.20) -0.7 (13.16) 81.3 (24.30) -6.3 (19.80) 89.5 (15.31) -1.5 (14.18) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -8.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 17 33, 100 -50, 17 33, 100 -50, 17 

 

Cycle 16       

n 41 41 7 7 48 48 

Mean (SD) 93.5 (13.88) 1.6 (14.82) 81.0 (17.82) -4.8 (15.85) 91.7 (14.99) 0.7 (14.97) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -67, 17 50, 100 -33, 17 33, 100 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 93.4 (11.97) 2.2 (13.52) 75.0 (25.28) -11.1 (20.18) 90.9 (15.44) 0.4 (15.03) 

Median 100.0 0.0 75.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 50, 100 -50, 17 33, 100 -50, 0 33, 100 -50, 17 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 92.8 (12.13) 0.5 (12.10) 83.3 (14.91) -2.8 (6.80) 91.5 (12.79) 0.0 (11.50) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -17, 0 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 94.8 (9.71) 2.9 (11.06) 86.7 (13.94) 0.0 (11.79) 93.8 (10.46) 2.5 (11.04) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 67, 100 -17, 33 67, 100 -17, 17 67, 100 -17, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 94.8 (8.92) 2.6 (10.46) 83.3 (11.79) -3.3 (13.94) 93.2 (9.98) 1.8 (10.96) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 83.3, 83.3 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -17, 17 67, 100 -17, 17 67, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 94.4 (10.11) 2.8 (10.80) 83.3 (19.25) -4.2 (8.33) 93.1 (11.69) 2.0 (10.67) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -8.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -17, 0 67, 100 -33, 17 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 95.7 (7.44) 3.1 (11.36) 83.3 (23.57) -8.3 (11.79) 94.8 (9.02) 2.3 (11.55) 

Median 100.0 0.0 83.3 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 83, 100 -17, 17 67, 100 -17, 0 67, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 96.7 (6.84) 6.7 (11.34) 83.3 (23.57) -8.3 (11.79) 95.5 (9.17) 5.3 (11.94) 

Median 100.0 0.0 83.3 -8.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 100.0, 100.0 0.0, 16.7 

Min, Max 83, 100 -17, 33 67, 100 -17, 0 67, 100 -17, 33 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 95.6 (7.54) 5.3 (9.71) 83.3 (23.57) -8.3 (11.79) 94.4 (9.62) 4.0 (10.41) 

Median 100.0 0.0 83.3 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 83, 100 -17, 17 67, 100 -17, 0 67, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 95.4 (7.68) 3.7 (9.14) 83.3 (23.57) -8.3 (11.79) 94.2 (9.79) 2.5 (9.79) 

Median 100.0 0.0 83.3 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 83, 100 -17, 17 67, 100 -17, 0 67, 100 -17, 17 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 94.4 (8.13) 2.2 (10.67) 83.3 (23.57) -8.3 (11.79) 93.1 (10.31) 1.0 (10.98) 

Median 100.0 0.0 83.3 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 83, 100 -17, 17 67, 100 -17, 0 67, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 96.4 (7.10) 4.8 (7.81) 83.3 (23.57) -8.3 (11.79) 94.8 (10.03) 3.1 (9.07) 

Median 100.0 0.0 83.3 -8.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 91.7, 100.0 0.0, 8.3 

Min, Max 83, 100 0, 17 67, 100 -17, 0 67, 100 -17, 17 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 93.6 (10.84) 2.6 (11.48) 83.3 (23.57) -8.3 (11.79) 92.2 (12.39) 1.1 (11.73) 

Median 100.0 0.0 83.3 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -17, 17 67, 100 -17, 0 67, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 95.8 (7.54) 4.2 (10.36) 83.3 (23.57) -8.3 (11.79) 94.0 (10.56) 2.4 (11.05) 

Median 100.0 0.0 83.3 -8.3 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 83, 100 -17, 17 67, 100 -17, 0 67, 100 -17, 17 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 95.8 (7.54) 4.2 (10.36) 66.7 (NE) -16.7 (NE) 93.6 (10.84) 2.6 (11.48) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 16.7 66.7, 66.7 -16.7, -16.7 83.3, 100.0 0.0, 16.7 

Min, Max 83, 100 -17, 17 67, 67 -17, -17 67, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 93.9 (8.41) 3.0 (12.51) 83.3 (NE) 0.0 (NE) 93.1 (8.58) 2.8 (11.96) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 83.3, 83.3 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 83, 100 -17, 17 83, 83 0, 0 83, 100 -17, 17 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 97.6 (6.30) 4.8 (12.60) 66.7 (NE) -16.7 (NE) 93.8 (12.40) 2.1 (13.91) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 66.7, 66.7 -16.7, -16.7 91.7, 100.0 -8.3, 16.7 

Min, Max 83, 100 -17, 17 67, 67 -17, -17 67, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 97.2 (6.80) 2.8 (6.80) 66.7 (NE) -16.7 (NE) 92.9 (13.11) 0.0 (9.62) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 66.7 -16.7, -16.7 83.3, 100.0 0.0, 0.0 

Min, Max 83, 100 0, 17 67, 67 -17, -17 67, 100 -17, 17 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 94.4 (8.61) 0.0 (10.54) 66.7 (NE) -16.7 (NE) 90.5 (13.11) -2.4 (11.50) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 66.7 -16.7, -16.7 83.3, 100.0 -16.7, 0.0 

Min, Max 83, 100 -17, 17 67, 67 -17, -17 67, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 94.4 (8.61) 0.0 (10.54)   94.4 (8.61) 0.0 (10.54) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0   83.3, 100.0 0.0, 0.0 

Min, Max 83, 100 -17, 17   83, 100 -17, 17 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 86.7 (18.26) -6.7 (19.00)   86.7 (18.26) -6.7 (19.00) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0   66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17   67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 91.7 (16.67) -4.2 (20.97)   91.7 (16.67) -4.2 (20.97) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 8.3   83.3, 100.0 -16.7, 8.3 

Min, Max 67, 100 -33, 17   67, 100 -33, 17 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 94.4 (9.62) 0.0 (16.67)   94.4 (9.62) 0.0 (16.67) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 16.7   83.3, 100.0 -16.7, 16.7 

Min, Max 83, 100 -17, 17   83, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 94.4 (9.62) 0.0 (16.67)   94.4 (9.62) 0.0 (16.67) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 16.7   83.3, 100.0 -16.7, 16.7 

Min, Max 83, 100 -17, 17   83, 100 -17, 17 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 100.0 (0.00) 0.0 (0.00)   100.0 (0.00) 0.0 (0.00) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 91.7 (11.79) -8.3 (11.79)   91.7 (11.79) -8.3 (11.79) 

Median 91.7 -8.3   91.7 -8.3 

Q1, Q3 83.3, 100.0 -16.7, 0.0   83.3, 100.0 -16.7, 0.0 

Min, Max 83, 100 -17, 0   83, 100 -17, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 83.3 (23.57) -16.7 (23.57)   83.3 (23.57) -16.7 (23.57) 

Median 83.3 -16.7   83.3 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 85.8 (19.17) -5.6 (17.20) 86.2 (19.14) -6.5 (16.43) 85.9 (19.11) -5.9 (16.88) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 17, 100 -67, 33 0, 100 -67, 17 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 82.1 (19.70)  79.9 (20.40)  81.4 (19.92)  

Median 83.3  83.3  83.3  

Q1, Q3 66.7, 100.0  66.7, 100.0  66.7, 100.0  

Min, Max 17, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 83.5 (21.27) 0.8 (17.61) 78.4 (23.25) -2.2 (19.67) 82.0 (21.97) -0.1 (18.27) 

Median 100.0 0.0 83.3 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -67, 83 0, 100 -83, 33 0, 100 -83, 83 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 82.5 (22.97) -0.6 (20.68) 82.1 (19.52) 0.0 (20.06) 82.4 (22.00) -0.4 (20.46) 

Median 100.0 0.0 83.3 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 16.7 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 83 33, 100 -67, 33 0, 100 -100, 83 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 84.9 (20.62) 1.4 (20.88) 84.8 (21.81) 1.9 (18.05) 84.9 (20.86) 1.5 (20.16) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -67, 83 17, 100 -50, 33 0, 100 -67, 83 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 83.7 (21.15) -0.4 (20.83) 84.3 (19.50) 0.5 (21.26) 83.9 (20.73) -0.2 (20.86) 

Median 83.3 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 

Min, Max 0, 100 -67, 83 50, 100 -50, 50 0, 100 -67, 83 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 85.2 (19.47) -0.2 (20.02) 78.3 (24.82) -4.0 (22.45) 83.6 (20.97) -1.1 (20.60) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 17, 100 -67, 67 17, 100 -67, 33 17, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 86.0 (20.20) 0.9 (18.99) 77.0 (23.85) -4.0 (21.67) 84.3 (21.09) 0.0 (19.50) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -67, 50 17, 100 -50, 33 0, 100 -67, 50 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 86.1 (19.66) 1.3 (19.01) 66.7 (30.25) -14.8 (35.19) 82.9 (22.83) -1.4 (23.13) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 50.0, 100.0 -33.3, 16.7 66.7, 100.0 0.0, 16.7 

Min, Max 17, 100 -67, 50 0, 100 -83, 33 0, 100 -83, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 87.5 (19.58) 2.3 (20.33) 72.5 (15.52) -9.8 (23.61) 84.9 (19.70) 0.2 (21.31) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 83.3 -33.3, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -50, 67 50, 100 -33, 50 0, 100 -50, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 87.4 (19.05) 2.9 (21.19) 67.8 (27.79) -14.4 (31.41) 83.9 (22.02) -0.2 (24.06) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 50.0, 100.0 -33.3, 0.0 66.7, 100.0 0.0, 8.3 

Min, Max 0, 100 -50, 67 0, 100 -67, 50 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 86.8 (18.79) 2.5 (21.41) 74.4 (23.46) -7.8 (25.87) 84.5 (20.13) 0.6 (22.46) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 75.0, 100.0 0.0, 16.7 50.0, 100.0 -33.3, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 67 33, 100 -50, 50 0, 100 -50, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 89.5 (18.90) 5.1 (20.38) 60.7 (31.08) -20.2 (35.91) 84.2 (24.17) 0.4 (25.67) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 33.3, 100.0 -50.0, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 67 17, 100 -83, 33 0, 100 -83, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 88.0 (19.80) 3.1 (22.45) 66.7 (30.05) -11.1 (40.82) 84.9 (22.54) 1.1 (25.90) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 50.0, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 67 17, 100 -83, 50 0, 100 -83, 67 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 84.6 (21.14) 0.0 (21.43) 64.6 (30.13) -10.4 (41.73) 82.0 (23.23) -1.4 (24.78) 

Median 100.0 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 58.3, 83.3 -16.7, 0.0 66.7, 100.0 -16.7, 16.7 

Min, Max 0, 100 -67, 50 0, 100 -100, 50 0, 100 -100, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 83.7 (21.91) -1.0 (21.63) 66.7 (29.55) -8.3 (33.33) 81.3 (23.58) -2.0 (23.37) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -16.7, 16.7 50.0, 91.7 -8.3, 0.0 66.7, 100.0 -16.7, 16.7 

Min, Max 0, 100 -83, 50 17, 100 -83, 33 0, 100 -83, 50 

 

Cycle 16       

n 41 41 7 7 48 48 

Mean (SD) 85.8 (21.27) 1.6 (22.30) 71.4 (31.50) -4.8 (40.50) 83.7 (23.19) 0.7 (25.25) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 50.0, 100.0 -16.7, 16.7 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -67, 50 17, 100 -83, 50 0, 100 -83, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 84.6 (22.72) 0.9 (22.58) 63.9 (28.71) -8.3 (43.14) 81.8 (24.33) -0.4 (25.79) 

Median 100.0 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 50.0, 83.3 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -67, 50 17, 100 -83, 50 0, 100 -83, 50 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 83.3 (22.91) -0.9 (23.22) 75.0 (25.28) 2.8 (16.39) 82.2 (23.12) -0.4 (22.27) 

Median 83.3 0.0 75.0 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -16.7, 16.7 66.7, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 16.7 

Min, Max 0, 100 -67, 50 33, 100 -17, 33 0, 100 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 83.8 (22.68) -0.5 (21.95) 73.3 (19.00) 6.7 (25.28) 82.5 (22.31) 0.4 (22.16) 

Median 100.0 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -16.7, 16.7 66.7, 83.3 0.0, 0.0 66.7, 100.0 -8.3, 16.7 

Min, Max 0, 100 -50, 50 50, 100 -17, 50 0, 100 -50, 50 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 87.5 (20.74) 3.1 (20.05) 73.3 (14.91) 6.7 (34.56) 85.6 (20.47) 3.6 (21.92) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 66.7 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 50 67, 100 -17, 67 0, 100 -50, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 86.1 (21.03) 2.8 (18.61) 70.8 (20.97) 8.3 (28.87) 84.3 (21.30) 3.4 (19.58) 

Median 100.0 0.0 66.7 0.0 91.7 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 58.3, 83.3 -8.3, 25.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 50 50, 100 -17, 50 0, 100 -50, 50 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 87.0 (21.35) 3.7 (20.32) 83.3 (23.57) 0.0 (0.00) 86.8 (21.07) 3.4 (19.61) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 50 67, 100 0, 0 0, 100 -50, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 85.8 (24.35) 0.0 (18.73) 83.3 (23.57) 0.0 (0.00) 85.6 (23.74) 0.0 (17.82) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 75.0, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 0, 0 0, 100 -50, 33 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 86.0 (25.01) 0.9 (19.62) 83.3 (23.57) 0.0 (0.00) 85.7 (24.32) 0.8 (18.62) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 0, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 82.4 (25.87) -1.9 (21.30) 83.3 (23.57) 0.0 (0.00) 82.5 (25.06) -1.7 (20.16) 

Median 91.7 0.0 83.3 0.0 91.7 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 66.7, 100.0 0.0, 8.3 

Min, Max 0, 100 -50, 33 67, 100 0, 0 0, 100 -50, 33 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 85.6 (26.63) 1.1 (19.38) 83.3 (23.57) 0.0 (0.00) 85.3 (25.61) 1.0 (18.13) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 0, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 82.1 (28.09) -1.2 (20.11) 83.3 (23.57) 0.0 (0.00) 82.3 (26.85) -1.0 (18.73) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 17 67, 100 0, 0 0, 100 -50, 17 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 78.2 (29.17) -3.8 (20.59) 83.3 (23.57) 0.0 (0.00) 78.9 (27.79) -3.3 (19.11) 

Median 83.3 0.0 83.3 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -16.7, 16.7 66.7, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 16.7 

Min, Max 0, 100 -50, 17 67, 100 0, 0 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 77.8 (30.43) -6.9 (24.06) 83.3 (23.57) 0.0 (0.00) 78.6 (28.81) -6.0 (22.27) 

Median 91.7 0.0 83.3 0.0 91.7 0.0 

Q1, Q3 66.7, 100.0 -16.7, 8.3 66.7, 100.0 0.0, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -50, 17 67, 100 0, 0 0, 100 -50, 17 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 77.8 (30.43) -6.9 (24.06) 66.7 (NE) 0.0 (NE) 76.9 (29.30) -6.4 (23.11) 

Median 91.7 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -16.7, 8.3 66.7, 66.7 0.0, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -50, 17 67, 67 0, 0 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 77.3 (31.86) -7.6 (25.13) 66.7 (NE) 0.0 (NE) 76.4 (30.53) -6.9 (24.06) 

Median 100.0 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -33.3, 16.7 66.7, 66.7 0.0, 0.0 66.7, 100.0 -16.7, 8.3 

Min, Max 0, 100 -50, 17 67, 67 0, 0 0, 100 -50, 17 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 66.7 (37.27) -19.0 (26.23) 66.7 (NE) 0.0 (NE) 66.7 (34.50) -16.7 (25.20) 

Median 66.7 -16.7 66.7 0.0 66.7 -8.3 

Q1, Q3 50.0, 100.0 -50.0, 0.0 66.7, 66.7 0.0, 0.0 50.0, 100.0 -41.7, 0.0 

Min, Max 0, 100 -50, 17 67, 67 0, 0 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 72.2 (38.97) -11.1 (25.09) 66.7 (NE) 0.0 (NE) 71.4 (35.63) -9.5 (23.29) 

Median 83.3 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 66.7, 66.7 0.0, 0.0 66.7, 100.0 -33.3, 0.0 

Min, Max 0, 100 -50, 17 67, 67 0, 0 0, 100 -50, 17 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 72.2 (40.37) -11.1 (22.77) 66.7 (NE) 0.0 (NE) 71.4 (36.91) -9.5 (21.21) 

Median 91.7 -8.3 66.7 0.0 83.3 0.0 

Q1, Q3 50.0, 100.0 -16.7, 0.0 66.7, 66.7 0.0, 0.0 50.0, 100.0 -16.7, 0.0 

Min, Max 0, 100 -50, 17 67, 67 0, 0 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 75.0 (39.09) -8.3 (22.97)   75.0 (39.09) -8.3 (22.97) 

Median 91.7 0.0   91.7 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0   66.7, 100.0 -16.7, 0.0 

Min, Max 0, 100 -50, 17   0, 100 -50, 17 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 73.3 (43.46) -6.7 (25.28)   73.3 (43.46) -6.7 (25.28) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0   66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -50, 17   0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 75.0 (50.00) -8.3 (28.87)   75.0 (50.00) -8.3 (28.87) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 50.0, 100.0 -25.0, 8.3   50.0, 100.0 -25.0, 8.3 

Min, Max 0, 100 -50, 17   0, 100 -50, 17 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 66.7 (57.74) -11.1 (34.69)   66.7 (57.74) -11.1 (34.69) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 0.0, 100.0 -50.0, 16.7   0.0, 100.0 -50.0, 16.7 

Min, Max 0, 100 -50, 17   0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 66.7 (57.74) -11.1 (34.69)   66.7 (57.74) -11.1 (34.69) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 0.0, 100.0 -50.0, 16.7   0.0, 100.0 -50.0, 16.7 

Min, Max 0, 100 -50, 17   0, 100 -50, 17 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 50.0 (70.71) -16.7 (47.14)   50.0 (70.71) -16.7 (47.14) 

Median 50.0 -16.7   50.0 -16.7 

Q1, Q3 0.0, 100.0 -50.0, 16.7   0.0, 100.0 -50.0, 16.7 

Min, Max 0, 100 -50, 17   0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 50.0 (70.71) -16.7 (47.14)   50.0 (70.71) -16.7 (47.14) 

Median 50.0 -16.7   50.0 -16.7 

Q1, Q3 0.0, 100.0 -50.0, 16.7   0.0, 100.0 -50.0, 16.7 

Min, Max 0, 100 -50, 17   0, 100 -50, 17 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 50.0 (70.71) -16.7 (47.14)   50.0 (70.71) -16.7 (47.14) 

Median 50.0 -16.7   50.0 -16.7 

Q1, Q3 0.0, 100.0 -50.0, 16.7   0.0, 100.0 -50.0, 16.7 

Min, Max 0, 100 -50, 17   0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 77.8 (23.46) -5.1 (21.19) 71.4 (24.75) -7.6 (23.37) 75.4 (24.08) -6.0 (21.99) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 17, 100 -67, 50 0, 100 -67, 33 0, 100 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 22.1 (18.15)  20.3 (17.57)  21.5 (17.96)  

Median 22.2  22.2  22.2  

Q1, Q3 11.1, 33.3  11.1, 33.3  11.1, 33.3  

Min, Max 0, 89  0, 89  0, 89  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 22.2 (18.61) 0.9 (14.58) 20.4 (19.35) 1.6 (14.85) 21.7 (18.82) 1.1 (14.64) 

Median 22.2 0.0 22.2 0.0 22.2 0.0 

Q1, Q3 11.1, 33.3 -11.1, 11.1 0.0, 33.3 0.0, 11.1 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 100 -56, 44 0, 78 -33, 67 0, 100 -56, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 21.4 (19.61) 0.3 (16.13) 21.9 (18.44) 3.0 (17.12) 21.5 (19.25) 1.1 (16.43) 

Median 22.2 0.0 22.2 0.0 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 11.1 11.1, 33.3 0.0, 11.1 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 100 -44, 44 0, 78 -44, 67 0, 100 -44, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 19.4 (17.34) -1.8 (15.21) 15.7 (15.40) -2.0 (15.94) 18.5 (16.91) -1.8 (15.35) 

Median 22.2 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 0.0, 27.8 -11.1, 5.6 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 78 -44, 56 0, 56 -44, 33 0, 78 -44, 56 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 19.9 (17.57) -1.1 (15.35) 17.6 (17.08) 0.9 (16.24) 19.3 (17.43) -0.6 (15.52) 

Median 22.2 0.0 11.1 0.0 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 5.6 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 78 -44, 67 0, 78 -33, 33 0, 78 -44, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 18.4 (17.14) -2.1 (15.50) 15.8 (14.97) -2.0 (17.67) 17.8 (16.64) -2.1 (15.97) 

Median 22.2 0.0 11.1 0.0 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 0.0, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 78 -44, 44 0, 56 -33, 33 0, 78 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 16.3 (16.59) -4.3 (15.38) 23.3 (16.82) 2.1 (20.07) 17.6 (16.78) -3.1 (16.42) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 67 -44, 33 0, 56 -44, 44 0, 67 -44, 44 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 17.1 (19.96) -4.1 (18.15) 21.6 (19.98) -0.6 (22.38) 17.9 (19.94) -3.5 (18.85) 

Median 11.1 0.0 22.2 -11.1 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 0.0, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 78 -44, 56 0, 56 -33, 44 0, 78 -44, 56 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 15.7 (17.38) -4.2 (15.75) 24.8 (22.41) 3.3 (27.99) 17.3 (18.56) -2.9 (18.51) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 27.8 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 67 -44, 33 0, 78 -44, 67 0, 78 -44, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 15.8 (16.66) -4.2 (15.02) 23.0 (22.41) -0.7 (25.71) 17.1 (17.88) -3.6 (17.26) 

Median 11.1 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -22.2, 0.0 0.0, 27.8 -11.1, 0.0 

Min, Max 0, 67 -44, 33 0, 78 -33, 67 0, 78 -44, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 14.5 (17.62) -5.7 (15.18) 25.2 (25.01) 1.5 (28.44) 16.5 (19.43) -4.4 (18.28) 

Median 11.1 0.0 33.3 0.0 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 0.0, 33.3 -11.1, 22.2 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 67 -56, 33 0, 78 -44, 67 0, 78 -56, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 15.2 (17.45) -5.7 (15.29) 27.8 (27.13) 4.8 (25.31) 17.5 (19.98) -3.8 (17.83) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 27.8 -11.1, 0.0 

Min, Max 0, 67 -56, 33 0, 89 -22, 78 0, 89 -56, 78 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 15.4 (17.59) -5.6 (16.68) 28.4 (28.93) 9.9 (30.15) 17.3 (19.83) -3.4 (19.62) 

Median 11.1 -5.6 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 67 -44, 44 0, 89 -22, 78 0, 89 -44, 78 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 15.3 (17.73) -5.9 (16.25) 19.4 (23.57) 0.0 (20.57) 15.8 (18.42) -5.1 (16.80) 

Median 11.1 -11.1 11.1 -5.6 11.1 -11.1 

Q1, Q3 0.0, 22.2 -11.1, 0.0 0.0, 33.3 -11.1, 5.6 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 67 -44, 56 0, 67 -22, 44 0, 67 -44, 56 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 16.6 (19.39) -4.8 (18.43) 20.8 (23.34) 1.4 (21.77) 17.2 (19.82) -3.9 (18.84) 

Median 11.1 0.0 16.7 -5.6 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 0.0, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 67 -44, 56 0, 67 -22, 44 0, 67 -44, 56 

 

Cycle 16       

n 41 41 7 7 48 48 

Mean (SD) 13.0 (17.02) -7.3 (15.03) 20.6 (20.72) -1.6 (17.48) 14.1 (17.57) -6.5 (15.35) 

Median 0.0 -11.1 11.1 0.0 5.6 -11.1 

Q1, Q3 0.0, 22.2 -11.1, 0.0 0.0, 33.3 -11.1, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 56 -44, 44 0, 56 -22, 33 0, 56 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 11.7 (17.32) -9.1 (17.87) 25.9 (24.00) 0.0 (23.31) 13.6 (18.69) -7.8 (18.65) 

Median 0.0 -11.1 22.2 -5.6 5.6 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 -11.1, 0.0 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 67 -44, 56 0, 67 -22, 44 0, 67 -44, 56 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 12.0 (16.22) -8.1 (17.89) 18.5 (13.46) -7.4 (13.46) 12.9 (15.89) -8.0 (17.20) 

Median 11.1 0.0 16.7 -5.6 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 -22.2, 0.0 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 67 -44, 56 0, 33 -22, 11 0, 67 -44, 56 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 11.4 (19.34) -8.6 (17.48) 15.6 (16.85) -11.1 (7.86) 11.9 (18.89) -8.9 (16.54) 

Median 0.0 -11.1 11.1 -11.1 0.0 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 0.0, 33.3 -11.1, -11.1 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 78 -44, 56 0, 33 -22, 0 0, 78 -44, 56 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 9.0 (14.78) -9.7 (14.60) 15.6 (16.85) -11.1 (7.86) 9.9 (15.00) -9.9 (13.80) 

Median 0.0 -11.1 11.1 -11.1 0.0 -11.1 

Q1, Q3 0.0, 11.1 -22.2, 0.0 0.0, 33.3 -11.1, -11.1 0.0, 11.1 -22.2, 0.0 

Min, Max 0, 67 -44, 22 0, 33 -22, 0 0, 67 -44, 22 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 9.3 (15.19) -9.6 (15.09) 13.9 (16.67) -13.9 (10.64) 9.8 (15.17) -10.1 (14.57) 

Median 0.0 -11.1 11.1 -16.7 0.0 -11.1 

Q1, Q3 0.0, 11.1 -22.2, 0.0 0.0, 27.8 -22.2, -5.6 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 56 -44, 22 0, 33 -22, 0 0, 56 -44, 22 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 8.2 (15.89) -9.1 (17.98) 22.2 (15.71) 0.0 (0.00) 9.2 (16.01) -8.4 (17.48) 

Median 0.0 -11.1 22.2 0.0 0.0 0.0 

Q1, Q3 0.0, 11.1 -22.2, 0.0 11.1, 33.3 0.0, 0.0 0.0, 11.1 -22.2, 0.0 

Min, Max 0, 67 -44, 44 11, 33 0, 0 0, 67 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 8.3 (14.36) -10.0 (17.99) 16.7 (23.57) -5.6 (7.86) 9.1 (14.80) -9.6 (17.25) 

Median 0.0 -11.1 16.7 -5.6 0.0 -11.1 

Q1, Q3 0.0, 16.7 -22.2, 0.0 0.0, 33.3 -11.1, 0.0 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 56 -44, 33 0, 33 -11, 0 0, 56 -44, 33 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 8.8 (15.96) -9.4 (18.62) 27.8 (7.86) 5.6 (7.86) 10.6 (16.28) -7.9 (18.31) 

Median 0.0 -11.1 27.8 5.6 0.0 -11.1 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 33.3 0.0, 11.1 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 56 -44, 33 22, 33 0, 11 0, 56 -44, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 7.4 (12.64) -9.9 (16.12) 22.2 (15.71) 0.0 (0.00) 8.9 (13.29) -8.9 (15.55) 

Median 0.0 -11.1 22.2 0.0 0.0 -5.6 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 0.0, 0.0 0.0, 22.2 -16.7, 0.0 

Min, Max 0, 33 -44, 11 11, 33 0, 0 0, 33 -44, 11 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 8.9 (13.41) -9.6 (17.25) 22.2 (15.71) 0.0 (0.00) 10.5 (13.87) -8.5 (16.45) 

Median 0.0 -11.1 22.2 0.0 0.0 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 0.0, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -44, 11 11, 33 0, 0 0, 33 -44, 11 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 7.1 (12.79) -11.9 (15.99) 27.8 (23.57) 5.6 (7.86) 9.7 (15.11) -9.7 (16.17) 

Median 0.0 -11.1 27.8 5.6 0.0 -5.6 

Q1, Q3 0.0, 11.1 -22.2, 0.0 11.1, 44.4 0.0, 11.1 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -44, 11 11, 44 0, 11 0, 44 -44, 11 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 8.5 (17.66) -12.0 (19.49) 27.8 (7.86) 5.6 (7.86) 11.1 (17.82) -9.6 (19.18) 

Median 0.0 -11.1 27.8 5.6 0.0 -11.1 

Q1, Q3 0.0, 0.0 -22.2, 0.0 22.2, 33.3 0.0, 11.1 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 56 -44, 33 22, 33 0, 11 0, 56 -44, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 10.2 (18.02) -12.0 (20.36) 27.8 (7.86) 5.6 (7.86) 12.7 (17.89) -9.5 (19.90) 

Median 0.0 -11.1 27.8 5.6 0.0 -11.1 

Q1, Q3 0.0, 16.7 -27.8, 0.0 22.2, 33.3 0.0, 11.1 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 56 -44, 33 22, 33 0, 11 0, 56 -44, 33 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 11.1 (23.69) -11.1 (25.07) 33.3 (NE) 0.0 (NE) 12.8 (23.50) -10.3 (24.20) 

Median 0.0 -11.1 33.3 0.0 0.0 -11.1 

Q1, Q3 0.0, 11.1 -27.8, -5.6 33.3, 33.3 0.0, 0.0 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 78 -44, 56 33, 33 0, 0 0, 78 -44, 56 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 10.1 (18.89) -10.1 (18.23) 33.3 (NE) 0.0 (NE) 12.0 (19.22) -9.3 (17.62) 

Median 0.0 -11.1 33.3 0.0 0.0 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 33.3, 33.3 0.0, 0.0 0.0, 27.8 -16.7, 0.0 

Min, Max 0, 56 -33, 33 33, 33 0, 0 0, 56 -33, 33 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 12.7 (20.72) -7.9 (21.00) 33.3 (NE) 0.0 (NE) 15.3 (20.52) -6.9 (19.64) 

Median 0.0 -11.1 33.3 0.0 5.6 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 33.3, 33.3 0.0, 0.0 0.0, 27.8 -16.7, 0.0 

Min, Max 0, 56 -33, 33 33, 33 0, 0 0, 56 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 13.0 (17.80) -9.3 (19.14) 33.3 (NE) 0.0 (NE) 15.9 (17.98) -7.9 (17.82) 

Median 5.6 -11.1 33.3 0.0 11.1 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 33.3, 33.3 0.0, 0.0 0.0, 33.3 -22.2, 0.0 

Min, Max 0, 44 -33, 22 33, 33 0, 0 0, 44 -33, 22 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 13.0 (17.80) -9.3 (19.14) 33.3 (NE) 0.0 (NE) 15.9 (17.98) -7.9 (17.82) 

Median 5.6 -11.1 33.3 0.0 11.1 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 33.3, 33.3 0.0, 0.0 0.0, 33.3 -22.2, 0.0 

Min, Max 0, 44 -33, 22 33, 33 0, 0 0, 44 -33, 22 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 18.5 (20.69) -3.7 (21.85)   18.5 (20.69) -3.7 (21.85) 

Median 16.7 -11.1   16.7 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 11.1   0.0, 22.2 -22.2, 11.1 

Min, Max 0, 56 -22, 33   0, 56 -22, 33 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 8.9 (12.17) -13.3 (16.48)   8.9 (12.17) -13.3 (16.48) 

Median 0.0 -11.1   0.0 -11.1 

Q1, Q3 0.0, 22.2 -22.2, -11.1   0.0, 22.2 -22.2, -11.1 

Min, Max 0, 22 -33, 11   0, 22 -33, 11 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 11.1 (12.83) -13.9 (18.98)   11.1 (12.83) -13.9 (18.98) 

Median 11.1 -16.7   11.1 -16.7 

Q1, Q3 0.0, 22.2 -27.8, 0.0   0.0, 22.2 -27.8, 0.0 

Min, Max 0, 22 -33, 11   0, 22 -33, 11 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (11.11) -14.8 (16.97)   11.1 (11.11) -14.8 (16.97) 

Median 11.1 -11.1   11.1 -11.1 

Q1, Q3 0.0, 22.2 -33.3, 0.0   0.0, 22.2 -33.3, 0.0 

Min, Max 0, 22 -33, 0   0, 22 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (11.11) -14.8 (16.97)   11.1 (11.11) -14.8 (16.97) 

Median 11.1 -11.1   11.1 -11.1 

Q1, Q3 0.0, 22.2 -33.3, 0.0   0.0, 22.2 -33.3, 0.0 

Min, Max 0, 22 -33, 0   0, 22 -33, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 22.2 (0.00) 0.0 (15.71)   22.2 (0.00) 0.0 (15.71) 

Median 22.2 0.0   22.2 0.0 

Q1, Q3 22.2, 22.2 -11.1, 11.1   22.2, 22.2 -11.1, 11.1 

Min, Max 22, 22 -11, 11   22, 22 -11, 11 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (7.86) -5.6 (7.86)   16.7 (7.86) -5.6 (7.86) 

Median 16.7 -5.6   16.7 -5.6 

Q1, Q3 11.1, 22.2 -11.1, 0.0   11.1, 22.2 -11.1, 0.0 

Min, Max 11, 22 -11, 0   11, 22 -11, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 22.2 (0.00) 0.0 (15.71)   22.2 (0.00) 0.0 (15.71) 

Median 22.2 0.0   22.2 0.0 

Q1, Q3 22.2, 22.2 -11.1, 11.1   22.2, 22.2 -11.1, 11.1 

Min, Max 22, 22 -11, 11   22, 22 -11, 11 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-ia.rtf 

354



Protocol BGB-A317-303 Page 166 of 360 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 27.1 (25.75) 6.4 (22.54) 28.0 (22.22) 7.8 (21.38) 27.4 (24.43) 6.9 (22.07) 

Median 22.2 0.0 33.3 0.0 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 22.2 11.1, 33.3 0.0, 22.2 0.0, 33.3 0.0, 22.2 

Min, Max 0, 100 -44, 78 0, 100 -56, 56 0, 100 -56, 78 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 3.3 (10.99)  5.3 (10.64)  3.9 (10.90)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 100  0, 33  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 5.6 (12.53) 2.3 (11.05) 5.8 (14.29) 1.0 (14.25) 5.7 (13.06) 1.9 (12.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 50 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 3.8 (10.33) 0.7 (9.17) 2.4 (7.66) -1.4 (11.26) 3.4 (9.65) 0.1 (9.84) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 50 0, 33 -33, 33 0, 67 -33, 50 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 3.6 (10.13) -0.4 (11.96) 4.9 (16.31) 1.1 (19.15) 3.9 (11.95) 0.0 (14.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 50 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 4.0 (10.94) 0.0 (12.49) 2.8 (7.45) -0.9 (12.56) 3.7 (10.24) -0.2 (12.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 2.3 (9.00) -0.5 (8.70) 2.5 (7.36) -1.5 (12.75) 2.4 (8.62) -0.7 (9.77) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -50, 33 0, 33 -33, 33 0, 67 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 2.5 (9.45) -0.4 (9.46) 6.3 (22.03) 0.8 (17.85) 3.2 (12.66) -0.1 (11.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -50, 50 0, 100 -33, 67 0, 100 -50, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 3.6 (10.50) 0.6 (11.08) 3.7 (9.14) -1.9 (11.27) 3.6 (10.25) 0.2 (11.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -50, 50 0, 33 -33, 17 0, 67 -50, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 2.3 (8.28) -0.4 (8.79) 8.8 (21.34) 4.9 (16.42) 3.4 (11.77) 0.5 (10.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 50 -50, 33 0, 83 -17, 50 0, 83 -50, 50 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 2.9 (8.55) 0.0 (9.48) 8.9 (26.63) 4.4 (20.38) 4.0 (13.60) 0.8 (12.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -50, 33 0, 100 -17, 67 0, 100 -50, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 1.5 (6.27) -1.5 (7.47) 8.9 (25.87) 4.4 (19.38) 2.8 (12.43) -0.4 (10.72) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -50, 0 0, 100 -17, 67 0, 100 -50, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 1.6 (5.81) -1.1 (8.99) 8.3 (26.75) 4.8 (18.98) 2.9 (12.59) 0.0 (11.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -50, 17 0, 100 -17, 67 0, 100 -50, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 1.9 (5.29) 0.0 (9.71) 13.0 (33.10) 7.4 (23.73) 3.4 (13.44) 1.1 (12.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -50, 17 0, 100 -17, 67 0, 100 -50, 67 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 0.9 (3.89) -0.9 (8.90) 2.1 (5.89) 0.0 (8.91) 1.1 (4.16) -0.8 (8.83) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -50, 17 0, 17 -17, 17 0, 17 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 0.7 (3.33) -1.4 (8.90) 4.2 (11.79) 2.1 (13.91) 1.2 (5.33) -0.9 (9.67) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -50, 17 0, 33 -17, 33 0, 33 -50, 33 

 

Cycle 16       

n 41 41 7 7 48 48 

Mean (SD) 0.8 (3.63) -0.4 (5.88) 2.4 (6.30) 0.0 (9.62) 1.0 (4.08) -0.3 (6.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 17 -17, 17 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 1.8 (8.48) 0.4 (8.21) 11.1 (27.22) 8.3 (29.34) 3.0 (12.59) 1.5 (12.87) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 50 -33, 33 0, 67 -17, 67 0, 67 -33, 67 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 0.5 (2.74) -0.5 (6.19) 0.0 (0.00) -2.8 (6.80) 0.4 (2.54) -0.8 (6.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 -17, 0 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 1.4 (6.22) 0.5 (8.56) 0.0 (0.00) -3.3 (7.45) 1.3 (5.83) 0.0 (8.44) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -17, 0 0, 33 -33, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 0.0 (0.00) -1.0 (5.89) 0.0 (0.00) -3.3 (7.45) 0.0 (0.00) -1.4 (6.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -17, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 0.0 (0.00) -1.1 (6.09) 0.0 (0.00) -4.2 (8.33) 0.0 (0.00) -1.5 (6.31) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -8.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -17, 0 0, 0 -33, 0 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 0.0 (0.00) -1.2 (6.42) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -1.1 (6.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 0.0 (0.00) -1.7 (7.45) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -1.5 (7.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 0.0 (0.00) -1.8 (7.65) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -1.6 (7.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 0.0 (0.00) -1.9 (7.86) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -1.7 (7.45) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) -2.2 (8.61) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.0 (8.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 0.0 (0.00) -2.4 (8.91) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.1 (8.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) -2.6 (9.25) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.2 (8.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 0.0 (0.00) -2.8 (9.62) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.4 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 2.8 (9.62) 0.0 (14.21) 0.0 (NE) 0.0 (NE) 2.6 (9.25) 0.0 (13.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 1.5 (5.03) -1.5 (11.68) 0.0 (NE) 0.0 (NE) 1.4 (4.81) -1.4 (11.14) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 2.4 (6.30) -2.4 (15.00) 0.0 (NE) 0.0 (NE) 2.1 (5.89) -2.1 (13.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 2.8 (6.80) -2.8 (16.39)   2.8 (6.80) -2.8 (16.39) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17   0, 17 -33, 17 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 0.0 (0.00) -6.7 (14.91)   0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 7.7 (16.81) 4.2 (16.29) 7.6 (13.91) 3.1 (15.39) 7.7 (15.75) 3.8 (15.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 83 -67, 83 0, 67 -33, 67 0, 83 -67, 83 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 17.4 (20.86)  15.6 (19.52)  16.8 (20.43)  

Median 16.7  16.7  16.7  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 83  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 18.3 (22.29) 1.6 (14.42) 14.5 (19.84) -0.6 (13.80) 17.1 (21.62) 1.0 (14.25) 

Median 16.7 0.0 0.0 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -50, 67 0, 100 -33, 50 0, 100 -50, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 16.7 (23.23) -0.2 (17.14) 13.1 (21.21) -1.4 (19.40) 15.6 (22.69) -0.5 (17.78) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 83 0, 100 -67, 83 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 15.4 (20.21) 0.8 (17.40) 6.4 (9.66) -4.5 (16.61) 13.1 (18.53) -0.6 (17.31) 

Median 16.7 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 16.7 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 100 -67, 50 0, 33 -67, 17 0, 100 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 13.7 (18.68) 0.0 (17.28) 6.5 (10.75) -4.6 (14.70) 12.0 (17.43) -1.1 (16.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 16.7 -8.3, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 100 -50, 50 0, 33 -50, 17 0, 100 -50, 50 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 13.2 (17.09) 0.6 (17.87) 8.6 (16.73) -3.0 (12.12) 12.1 (17.06) -0.2 (16.72) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 100 -50, 67 0, 83 -33, 33 0, 100 -50, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 10.6 (16.00) -1.4 (18.72) 12.7 (15.73) -1.6 (19.65) 11.0 (15.90) -1.4 (18.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 83 -67, 50 0, 50 -33, 33 0, 83 -67, 50 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 9.7 (16.63) -2.6 (19.61) 14.8 (19.71) 0.9 (19.36) 10.6 (17.19) -2.0 (19.52) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 83 -67, 67 0, 67 -33, 50 0, 83 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 8.8 (15.00) -3.1 (18.58) 19.6 (25.84) 4.9 (24.84) 10.7 (17.71) -1.7 (19.91) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 33.3 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 67 -67, 33 0, 83 -33, 67 0, 83 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 7.0 (12.91) -3.9 (18.33) 17.8 (22.24) 1.1 (23.12) 8.9 (15.40) -3.0 (19.21) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 67 -67, 50 0, 67 -33, 50 0, 67 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 8.1 (13.35) -2.7 (19.87) 16.7 (23.57) 0.0 (21.82) 9.6 (15.86) -2.2 (20.12) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 33.3 -16.7, 16.7 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 50 0, 67 -33, 50 0, 67 -67, 50 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 6.5 (11.43) -3.8 (17.45) 22.6 (28.20) 6.0 (25.83) 9.4 (16.85) -2.0 (19.43) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 16.7 0.0, 16.7 -8.3, 0.0 

Min, Max 0, 50 -67, 50 0, 83 -33, 67 0, 83 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 7.4 (12.40) -3.7 (19.87) 18.5 (32.75) 7.4 (37.37) 9.0 (16.89) -2.1 (23.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 83 -50, 67 0, 83 -67, 67 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 6.6 (10.51) -4.7 (16.79) 14.6 (24.30) 2.1 (22.60) 7.7 (13.11) -3.8 (17.58) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 25.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 50 0, 67 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 7.5 (13.63) -4.1 (16.50) 14.6 (24.30) 2.1 (22.60) 8.5 (15.47) -3.2 (17.38) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 25.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 50 -67, 33 0, 67 -33, 50 0, 67 -67, 50 

 

Cycle 16       

n 41 41 7 7 48 48 

Mean (SD) 6.9 (11.77) -5.3 (18.04) 16.7 (30.43) 2.4 (31.07) 8.3 (15.76) -4.2 (20.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 83 -33, 67 0, 83 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 5.7 (11.80) -7.0 (17.17) 16.7 (25.82) 0.0 (27.89) 7.2 (14.56) -6.1 (18.71) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 17 0, 67 -33, 50 0, 67 -67, 50 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 4.1 (9.13) -7.7 (16.94) 13.9 (16.39) -2.8 (12.55) 5.4 (10.74) -7.0 (16.36) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 33 -17, 17 0, 33 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 6.2 (12.84) -5.2 (18.42) 13.3 (21.73) -3.3 (7.45) 7.1 (14.07) -5.0 (17.38) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 16.7 0.0, 0.0 0.0, 8.3 -16.7, 0.0 

Min, Max 0, 50 -67, 17 0, 50 -17, 0 0, 50 -67, 17 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 5.7 (9.09) -3.1 (16.63) 13.3 (21.73) -3.3 (7.45) 6.8 (11.43) -3.2 (15.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -8.3, 0.0 0.0, 16.7 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 33 -67, 17 0, 50 -17, 0 0, 50 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 5.6 (12.63) -3.9 (19.42) 16.7 (13.61) -4.2 (15.96) 6.9 (13.05) -3.9 (18.83) 

Median 0.0 0.0 16.7 -8.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 8.3, 25.0 -16.7, 8.3 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 50 0, 33 -17, 17 0, 50 -67, 50 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 3.1 (8.06) -6.8 (16.83) 25.0 (35.36) 0.0 (0.00) 4.6 (11.70) -6.3 (16.31) 

Median 0.0 0.0 25.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 50.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 50 0, 0 0, 50 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 2.5 (6.11) -4.2 (13.11) 16.7 (23.57) -8.3 (11.79) 3.8 (8.81) -4.5 (12.79) 

Median 0.0 0.0 16.7 -8.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -8.3, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 17 -33, 17 0, 33 -17, 0 0, 33 -33, 17 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 2.6 (6.24) -4.4 (13.43) 25.0 (35.36) 0.0 (0.00) 4.8 (11.95) -4.0 (12.81) 

Median 0.0 0.0 25.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 50.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 50 0, 0 0, 50 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 3.7 (7.13) -3.7 (14.64) 25.0 (35.36) 0.0 (0.00) 5.8 (12.42) -3.3 (13.89) 

Median 0.0 0.0 25.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 50.0 0.0, 0.0 0.0, 8.3 -8.3, 0.0 

Min, Max 0, 17 -33, 17 0, 50 0, 0 0, 50 -33, 17 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 5.6 (10.29) -2.2 (17.67) 25.0 (35.36) 0.0 (0.00) 7.8 (14.57) -2.0 (16.54) 

Median 0.0 0.0 25.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 50.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 50 0, 0 0, 50 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 3.6 (7.10) -4.8 (15.23) 16.7 (23.57) -8.3 (11.79) 5.2 (10.03) -5.2 (14.55) 

Median 0.0 0.0 16.7 -8.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 8.3 -16.7, 0.0 

Min, Max 0, 17 -33, 17 0, 33 -17, 0 0, 33 -33, 17 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 5.1 (10.51) -3.8 (18.20) 25.0 (35.36) 0.0 (0.00) 7.8 (15.26) -3.3 (16.90) 

Median 0.0 0.0 25.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 50.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -33, 33 0, 50 0, 0 0, 50 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-ia.rtf 

395



Protocol BGB-A317-303 Page 207 of 360 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 4.2 (7.54) -5.6 (16.41) 16.7 (23.57) -8.3 (11.79) 6.0 (10.56) -6.0 (15.48) 

Median 0.0 0.0 16.7 -8.3 0.0 0.0 

Q1, Q3 0.0, 8.3 -16.7, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 17 -33, 17 0, 33 -17, 0 0, 33 -33, 17 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 9.7 (24.06) 0.0 (30.15) 0.0 (NE) 0.0 (NE) 9.0 (23.19) 0.0 (28.87) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 8.3 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 83 -33, 83 0, 0 0, 0 0, 83 -33, 83 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 3.0 (6.74) -6.1 (15.41) 0.0 (NE) 0.0 (NE) 2.8 (6.49) -5.6 (14.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -8.3, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 9.5 (13.11) 2.4 (20.25) 0.0 (NE) 0.0 (NE) 8.3 (12.60) 2.1 (18.77) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 8.3 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 8.3 (13.94) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 7.1 (13.11) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 16.7 (21.08) 8.3 (29.34) 0.0 (NE) 0.0 (NE) 14.3 (20.25) 7.1 (26.97) 

Median 8.3 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 

Min, Max 0, 50 -33, 50 0, 0 0, 0 0, 50 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 13.9 (16.39) 5.6 (25.09)   13.9 (16.39) 5.6 (25.09) 

Median 8.3 0.0   8.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 -33, 33   0, 33 -33, 33 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 6.7 (9.13) -3.3 (18.26)   6.7 (9.13) -3.3 (18.26) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0   0.0, 16.7 0.0, 0.0 

Min, Max 0, 17 -33, 17   0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 8.3 (9.62) -4.2 (20.97)   8.3 (9.62) -4.2 (20.97) 

Median 8.3 0.0   8.3 0.0 

Q1, Q3 0.0, 16.7 -16.7, 8.3   0.0, 16.7 -16.7, 8.3 

Min, Max 0, 17 -33, 17   0, 17 -33, 17 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 5.6 (9.62) -11.1 (19.25)   5.6 (9.62) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 16.7 -33.3, 0.0   0.0, 16.7 -33.3, 0.0 

Min, Max 0, 17 -33, 0   0, 17 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 5.6 (9.62) -11.1 (19.25)   5.6 (9.62) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 16.7 -33.3, 0.0   0.0, 16.7 -33.3, 0.0 

Min, Max 0, 17 -33, 0   0, 17 -33, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 8.3 (11.79) 0.0 (0.00)   8.3 (11.79) 0.0 (0.00) 

Median 8.3 0.0   8.3 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0   0.0, 16.7 0.0, 0.0 

Min, Max 0, 17 0, 0   0, 17 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 8.3 (11.79) 0.0 (0.00)   8.3 (11.79) 0.0 (0.00) 

Median 8.3 0.0   8.3 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0   0.0, 16.7 0.0, 0.0 

Min, Max 0, 17 0, 0   0, 17 0, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (0.00) 8.3 (11.79)   16.7 (0.00) 8.3 (11.79) 

Median 16.7 8.3   16.7 8.3 

Q1, Q3 16.7, 16.7 0.0, 16.7   16.7, 16.7 0.0, 16.7 

Min, Max 17, 17 0, 17   17, 17 0, 17 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-ia.rtf 

403



Protocol BGB-A317-303 Page 215 of 360 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 23.3 (28.36) 6.6 (19.59) 21.6 (25.32) 8.3 (19.92) 22.7 (27.21) 7.3 (19.67) 

Median 16.7 0.0 16.7 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 0.0, 16.7 0.0, 33.3 0.0, 16.7 0.0, 33.3 0.0, 16.7 

Min, Max 0, 100 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 211  97  308  

Mean (SD) 22.4 (20.88)  21.0 (22.22)  22.0 (21.29)  

Median 33.3  33.3  33.3  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 194 194 84 84 278 278 

Mean (SD) 21.1 (20.78) -0.3 (18.89) 23.4 (26.27) 4.4 (21.82) 21.8 (22.56) 1.1 (19.90) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 21.5 (22.08) -0.4 (19.30) 21.9 (22.62) 1.9 (22.62) 21.6 (22.19) 0.3 (20.28) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Cycle 4       

n 130 130 44 44 174 174 

Mean (SD) 20.3 (20.12) -2.6 (19.74) 18.9 (20.83) 0.0 (21.57) 19.9 (20.25) -1.9 (20.18) 

Median 33.3 0.0 16.7 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 121 121 36 36 157 157 

Mean (SD) 19.6 (20.94) -2.8 (20.90) 21.3 (16.24) 3.7 (23.61) 20.0 (19.92) -1.3 (21.64) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -67, 33 0, 100 -67, 67 

 

Cycle 6       

n 106 106 33 33 139 139 

Mean (SD) 17.6 (20.68) -4.4 (21.12) 20.2 (18.52) 2.0 (24.92) 18.2 (20.15) -2.9 (22.16) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -67, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 93 93 21 21 114 114 

Mean (SD) 17.6 (22.84) -5.4 (20.44) 15.9 (24.99) -1.6 (22.30) 17.3 (23.14) -4.7 (20.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Cycle 8       

n 88 88 18 18 106 106 

Mean (SD) 17.8 (22.00) -5.7 (20.97) 24.1 (27.55) 7.4 (31.43) 18.9 (23.01) -3.5 (23.43) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 79 79 17 17 96 96 

Mean (SD) 17.3 (19.87) -5.1 (20.73) 21.6 (20.21) 5.9 (33.82) 18.1 (19.89) -3.1 (23.73) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -16.7, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -67, 67 0, 67 -67, 67 

 

Cycle 10       

n 68 68 15 15 83 83 

Mean (SD) 15.2 (21.11) -6.9 (23.44) 26.7 (22.54) 8.9 (32.04) 17.3 (21.69) -4.0 (25.71) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 67 67 15 15 82 82 

Mean (SD) 16.9 (22.75) -5.5 (22.92) 22.2 (29.99) 4.4 (41.53) 17.9 (24.11) -3.7 (27.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 100 0, 100 -67, 100 

 

Cycle 12       

n 61 61 14 14 75 75 

Mean (SD) 15.8 (19.82) -7.1 (21.18) 26.2 (29.75) 7.1 (39.61) 17.8 (22.15) -4.4 (25.90) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 16.7 (22.20) -6.8 (24.55) 33.3 (33.33) 25.9 (40.06) 19.0 (24.48) -2.1 (29.25) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 15.7 (21.29) -7.5 (24.14) 29.2 (21.36) 20.8 (30.54) 17.5 (21.61) -3.8 (26.60) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 16.7, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 67 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 15.6 (22.67) -8.2 (25.94) 20.8 (24.80) 12.5 (30.54) 16.4 (22.82) -5.3 (27.31) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 67 0, 100 -67, 67 

 

Cycle 16       

n 41 41 7 7 48 48 

Mean (SD) 14.6 (21.15) -8.9 (22.39) 23.8 (25.20) 14.3 (32.53) 16.0 (21.73) -5.6 (25.11) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 67 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 14.9 (22.86) -8.8 (24.12) 33.3 (21.08) 22.2 (34.43) 17.4 (23.28) -4.5 (27.46) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 67 0, 100 -33, 67 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 15.3 (21.65) -7.2 (23.75) 27.8 (13.61) 16.7 (27.89) 17.1 (21.05) -3.9 (25.42) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 33 -33, 33 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 13.3 (21.69) -8.6 (23.35) 26.7 (14.91) 13.3 (29.81) 15.0 (21.28) -5.8 (24.91) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 33 -33, 33 0, 100 -33, 67 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 11.5 (16.09) -11.5 (18.18) 26.7 (14.91) 13.3 (29.81) 13.5 (16.59) -8.1 (21.38) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 7.8 (14.34) -15.6 (16.91) 25.0 (16.67) 8.3 (31.91) 9.8 (15.42) -12.7 (20.13) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 16.7, 33.3 -16.7, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 11.1 (18.49) -11.1 (18.49) 33.3 (0.00) 33.3 (0.00) 12.6 (18.72) -8.0 (21.19) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 33, 33 33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 10.0 (19.04) -11.7 (19.57) 33.3 (0.00) 33.3 (0.00) 12.1 (19.37) -7.6 (22.84) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 16.7 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 33, 33 33, 33 0, 67 -33, 33 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 10.5 (19.41) -12.3 (19.91) 33.3 (0.00) 33.3 (0.00) 12.7 (19.65) -7.9 (23.34) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 33, 33 33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 7.4 (18.28) -13.0 (20.26) 33.3 (0.00) 33.3 (0.00) 10.0 (19.04) -8.3 (23.88) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 16.7 -33.3, 0.0 

Min, Max 0, 67 -33, 33 33, 33 33, 33 0, 67 -33, 33 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 6.7 (13.80) -13.3 (16.90) 33.3 (0.00) 33.3 (0.00) 9.8 (15.66) -7.8 (22.14) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 4.8 (17.82) -14.3 (21.54) 33.3 (0.00) 33.3 (0.00) 8.3 (19.25) -8.3 (25.82) 

Median 0.0 -16.7 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 33 33, 33 33, 33 0, 67 -33, 33 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 7.7 (19.97) -10.3 (21.01) 33.3 (0.00) 33.3 (0.00) 11.1 (20.57) -4.4 (24.77) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 33, 33 33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 5.6 (19.25) -13.9 (22.29) 33.3 (0.00) 33.3 (0.00) 9.5 (20.37) -7.1 (26.73) 

Median 0.0 -16.7 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 33 33, 33 33, 33 0, 67 -33, 33 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 5.6 (19.25) -13.9 (22.29) 33.3 (NE) 33.3 (NE) 7.7 (19.97) -10.3 (25.04) 

Median 0.0 -16.7 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 33 33, 33 33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 6.1 (13.48) -15.2 (17.41) 33.3 (NE) 33.3 (NE) 8.3 (15.08) -11.1 (21.71) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 16.7 -33.3, 0.0 

Min, Max 0, 33 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 9.5 (16.27) -9.5 (16.27) 33.3 (NE) 33.3 (NE) 12.5 (17.25) -4.2 (21.36) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -16.7, 0.0 

Min, Max 0, 33 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) -11.1 (17.21) 33.3 (NE) 33.3 (NE) 9.5 (16.27) -4.8 (23.00) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) -11.1 (17.21) 0.0 (NE) 0.0 (NE) 4.8 (12.60) -9.5 (16.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 11.1 (17.21) -5.6 (13.61)   11.1 (17.21) -5.6 (13.61) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0   0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 0.0 (0.00) -13.3 (18.26)   0.0 (0.00) -13.3 (18.26) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -16.7 (19.25)   0.0 (0.00) -16.7 (19.25) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -22.2 (19.25)   0.0 (0.00) -22.2 (19.25) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -22.2 (19.25)   0.0 (0.00) -22.2 (19.25) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 28.4 (24.46) 8.6 (25.11) 28.6 (25.10) 7.8 (25.71) 28.5 (24.63) 8.3 (25.27) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 

Min, Max 0, 100 -33, 67 0, 100 -33, 67 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 12.6 (18.90)  16.8 (23.14)  13.9 (20.38)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 15.2 (21.46) 2.6 (18.51) 15.5 (22.82) -0.4 (16.76) 15.3 (21.83) 1.7 (18.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 13.5 (22.06) -0.2 (19.41) 16.7 (24.57) -1.0 (21.96) 14.4 (22.80) -0.4 (20.13) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 13.7 (21.83) 0.3 (23.20) 10.6 (20.04) -6.1 (19.39) 13.0 (21.38) -1.3 (22.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -67, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 12.6 (20.25) -1.4 (21.60) 11.1 (25.20) -7.4 (16.16) 12.2 (21.40) -2.7 (20.59) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -33, 33 0, 100 -67, 100 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 12.8 (19.77) 0.0 (19.96) 13.1 (26.27) -5.1 (18.86) 12.9 (21.38) -1.2 (19.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 11.3 (19.28) -0.7 (21.30) 14.3 (30.86) -4.8 (15.94) 11.9 (21.72) -1.4 (20.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 12.0 (18.97) 0.0 (20.72) 20.4 (28.33) 0.0 (30.25) 13.4 (20.91) 0.0 (22.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -100, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 10.4 (18.06) -1.3 (20.84) 25.5 (32.34) 3.9 (23.22) 13.1 (21.81) -0.3 (21.24) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 33 0, 100 -33, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 10.6 (17.61) -1.0 (20.59) 24.4 (34.43) 0.0 (30.86) 13.1 (21.96) -0.8 (22.54) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 10.3 (17.52) -1.5 (20.31) 28.9 (39.57) 4.4 (30.52) 13.7 (23.88) -0.4 (22.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 10.8 (16.83) -1.1 (20.88) 28.6 (34.24) 2.4 (33.24) 14.0 (21.95) -0.4 (23.41) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 11.7 (19.59) 0.6 (19.95) 33.3 (44.10) 11.1 (33.33) 14.8 (25.24) 2.1 (22.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 10.7 (19.36) -0.6 (19.05) 12.5 (24.80) -8.3 (23.57) 10.9 (19.93) -1.6 (19.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 16.7 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 10.2 (19.49) -0.7 (19.83) 16.7 (30.86) -4.2 (33.03) 11.1 (21.21) -1.2 (21.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 16       

n 41 41 7 7 48 48 

Mean (SD) 7.3 (17.50) -4.9 (19.09) 23.8 (41.79) 0.0 (47.14) 9.7 (22.76) -4.2 (24.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 9.6 (20.37) -3.5 (20.19) 16.7 (27.89) -5.6 (25.09) 10.6 (21.29) -3.8 (20.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 9.9 (19.03) -1.8 (19.16) 16.7 (27.89) -5.6 (13.61) 10.9 (20.21) -2.3 (18.40) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 0 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 6.7 (13.53) -4.8 (16.46) 13.3 (29.81) -13.3 (18.26) 7.5 (15.99) -5.8 (16.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 0 0, 67 -67, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 5.2 (12.30) -5.2 (17.16) 13.3 (29.81) -13.3 (18.26) 6.3 (15.39) -6.3 (17.28) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 0 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 4.4 (11.52) -6.7 (18.36) 16.7 (33.33) -16.7 (19.25) 5.9 (15.29) -7.8 (18.46) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 0 0, 67 -67, 33 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 7.4 (14.12) -3.7 (21.35) 16.7 (23.57) 0.0 (0.00) 8.0 (14.52) -3.4 (20.60) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 6.7 (13.68) -5.0 (24.84) 0.0 (0.00) -16.7 (23.57) 6.1 (13.16) -6.1 (24.42) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 7.0 (13.96) -5.3 (22.94) 0.0 (0.00) -16.7 (23.57) 6.3 (13.41) -6.3 (22.65) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 3.7 (10.78) -9.3 (22.30) 16.7 (23.57) 0.0 (0.00) 5.0 (12.21) -8.3 (21.29) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 0 0, 33 -67, 33 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) -11.1 (24.12) 0.0 (0.00) -16.7 (23.57) 2.0 (8.08) -11.8 (23.40) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 2.4 (8.91) -9.5 (24.21) 0.0 (0.00) -16.7 (23.57) 2.1 (8.33) -10.4 (23.47) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 5.1 (12.52) -5.1 (22.96) 0.0 (0.00) -16.7 (23.57) 4.4 (11.73) -6.7 (22.54) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) -8.3 (20.72) 16.7 (23.57) 0.0 (0.00) 4.8 (12.10) -7.1 (19.30) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 33 0, 0 0, 33 -67, 0 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 13.9 (30.01) 2.8 (38.82) 0.0 (NE) 0.0 (NE) 12.8 (28.99) 2.6 (37.17) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 0 0, 0 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 9.1 (15.57) 3.0 (17.98) 0.0 (NE) 0.0 (NE) 8.3 (15.08) 2.8 (17.16) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 0.0 (0.00) -5.6 (13.61)   0.0 (0.00) -5.6 (13.61) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 0.0 (0.00) -6.7 (14.91)   0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 20.4 (26.90) 8.6 (26.72) 18.8 (26.48) 2.6 (25.41) 19.8 (26.68) 6.4 (26.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 33.3 

Min, Max 0, 100 -33, 100 0, 100 -33, 67 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 12.7 (22.02)  10.0 (17.46)  11.9 (20.71)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 67  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 15.2 (23.25) 3.4 (18.53) 8.7 (16.46) -0.8 (17.14) 13.3 (21.61) 2.2 (18.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 13.7 (23.21) 2.3 (21.02) 11.0 (19.43) 1.4 (20.80) 12.9 (22.19) 2.0 (20.92) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 67 0, 100 -33, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 9.4 (19.07) -1.0 (20.65) 4.5 (13.62) -4.5 (17.00) 8.2 (17.95) -1.9 (19.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -67, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 8.7 (17.04) -1.4 (19.35) 4.6 (11.69) -3.7 (15.49) 7.8 (16.04) -1.9 (18.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 7.8 (16.87) -1.6 (19.63) 6.1 (13.06) -3.0 (15.28) 7.4 (16.03) -1.9 (18.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 7.8 (15.78) -1.8 (19.16) 7.9 (23.34) -1.6 (26.82) 7.8 (17.29) -1.7 (20.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 9.7 (16.82) -0.4 (22.19) 13.0 (25.92) 3.7 (25.28) 10.3 (18.55) 0.3 (22.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 8.8 (18.18) -0.4 (19.48) 13.7 (29.01) 5.9 (21.20) 9.6 (20.39) 0.7 (19.83) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 6.8 (15.74) -1.9 (18.86) 11.1 (27.22) 2.2 (19.79) 7.5 (18.18) -1.2 (18.97) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 5.4 (12.37) -3.4 (17.41) 13.3 (27.60) 4.4 (21.33) 6.8 (16.26) -2.0 (18.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 7.0 (13.68) -1.6 (19.49) 16.7 (33.97) 7.1 (26.73) 8.8 (19.14) 0.0 (21.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 6.2 (14.59) -1.2 (18.27) 14.8 (33.79) 11.1 (23.57) 7.4 (18.40) 0.5 (19.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 0, 67 0, 100 -67, 67 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 4.4 (13.14) -3.1 (17.62) 4.2 (11.79) 4.2 (11.79) 4.4 (12.87) -2.2 (17.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 33 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 5.4 (14.19) -2.7 (17.79) 4.2 (11.79) 4.2 (11.79) 5.3 (13.79) -1.8 (17.16) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 33 0, 33 0, 67 -67, 33 

 

Cycle 16       

n 41 41 7 7 48 48 

Mean (SD) 2.4 (8.79) -5.7 (16.50) 9.5 (25.20) 9.5 (25.20) 3.5 (12.38) -3.5 (18.50) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-ia.rtf 

461



Protocol BGB-A317-303 Page 273 of 360 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 0.9 (5.41) -7.9 (18.07) 11.1 (27.22) 11.1 (27.22) 2.3 (11.13) -5.3 (20.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 67 0, 67 -67, 67 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 3.6 (10.49) -5.4 (16.69) 5.6 (13.61) 5.6 (13.61) 3.9 (10.81) -3.9 (16.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 3.8 (10.76) -5.7 (17.12) 0.0 (0.00) 0.0 (0.00) 3.3 (10.13) -5.0 (16.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 2.1 (8.20) -7.3 (16.36) 0.0 (0.00) 0.0 (0.00) 1.8 (7.64) -6.3 (15.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 3.3 (10.17) -6.7 (18.36) 0.0 (0.00) 0.0 (0.00) 2.9 (9.60) -5.9 (17.35) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 1.2 (6.42) -8.6 (19.81) 0.0 (0.00) 0.0 (0.00) 1.1 (6.19) -8.0 (19.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 3.3 (10.26) -6.7 (17.44) 0.0 (0.00) 0.0 (0.00) 3.0 (9.81) -6.1 (16.70) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 0.0 (0.00) -8.8 (15.08) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -7.9 (14.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 0.0 (0.00) -9.3 (15.36) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -8.3 (14.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) -11.1 (16.27) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -9.8 (15.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-ia.rtf 

466



Protocol BGB-A317-303 Page 278 of 360 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 0.0 (0.00) -11.9 (16.57) 33.3 (0.00) 33.3 (0.00) 4.2 (11.39) -6.3 (21.84) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) -12.8 (16.88) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -11.1 (16.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) -8.3 (20.72) 0.0 (0.00) 0.0 (0.00) 2.4 (8.91) -7.1 (19.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 5.6 (19.25) -5.6 (27.83) 0.0 (NE) 0.0 (NE) 5.1 (18.49) -5.1 (26.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 6.1 (13.48) -3.0 (17.98) 0.0 (NE) 0.0 (NE) 5.6 (12.97) -2.8 (17.16) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -4.8 (23.00) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -4.2 (21.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 0.0 (0.00) -5.6 (13.61)   0.0 (0.00) -5.6 (13.61) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 0.0 (0.00) -6.7 (14.91)   0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 20.4 (26.90) 7.7 (26.02) 18.2 (24.44) 8.3 (22.22) 19.6 (25.96) 7.9 (24.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 

Min, Max 0, 100 -100, 67 0, 100 -33, 67 0, 100 -100, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 11.2 (20.93)  8.9 (16.33)  10.5 (19.61)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 0.0  0.0, 33.3  

Min, Max 0, 100  0, 67  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 12.0 (20.98) 1.4 (17.86) 7.9 (16.86) -1.2 (15.90) 10.8 (19.89) 0.6 (17.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 12.2 (22.69) 1.1 (22.00) 9.5 (18.94) 1.4 (19.19) 11.4 (21.68) 1.2 (21.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 9.9 (18.81) -1.0 (21.85) 6.1 (13.01) 0.0 (16.07) 9.0 (17.58) -0.8 (20.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 33 -33, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 9.3 (17.81) -1.9 (20.24) 5.6 (14.91) 0.0 (15.94) 8.4 (17.21) -1.5 (19.31) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 6.5 (15.49) -4.0 (19.27) 3.0 (9.73) -3.0 (15.28) 5.7 (14.38) -3.8 (18.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 7.1 (13.72) -3.5 (16.55) 7.9 (23.34) 3.2 (27.70) 7.2 (15.79) -2.3 (19.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 6.0 (13.82) -4.9 (17.08) 5.6 (12.78) 0.0 (19.80) 5.9 (13.59) -4.0 (17.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 7.1 (17.34) -3.8 (18.37) 3.9 (11.07) -2.0 (18.52) 6.5 (16.41) -3.4 (18.31) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -33, 33 0, 100 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 6.3 (14.32) -3.4 (18.21) 8.9 (26.63) 2.2 (32.04) 6.7 (16.99) -2.4 (21.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 6.4 (13.21) -3.4 (16.43) 6.7 (13.80) 0.0 (17.82) 6.4 (13.23) -2.8 (16.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 5.4 (13.76) -3.2 (16.76) 7.1 (19.30) 0.0 (22.65) 5.7 (14.80) -2.6 (17.86) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 6.2 (13.07) -0.6 (13.72) 3.7 (11.11) -7.4 (14.70) 5.8 (12.76) -1.6 (13.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 5.0 (12.05) -1.9 (13.74) 4.2 (11.79) -8.3 (15.43) 4.9 (11.92) -2.7 (14.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 4.8 (13.61) -1.4 (13.54) 4.2 (11.79) -8.3 (15.43) 4.7 (13.27) -2.3 (13.89) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 -33, 0 0, 67 -33, 33 

 

Cycle 16       

n 41 41 7 7 48 48 

Mean (SD) 3.3 (10.01) -2.4 (11.52) 4.8 (12.60) -9.5 (16.27) 3.5 (10.29) -3.5 (12.38) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 3.5 (12.94) -2.6 (14.25) 5.6 (13.61) -11.1 (17.21) 3.8 (12.89) -3.8 (14.76) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 -33, 0 0, 67 -33, 33 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 2.7 (9.22) -3.6 (13.11) 5.6 (13.61) -11.1 (17.21) 3.1 (9.80) -4.7 (13.77) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 1.9 (7.85) -3.8 (15.70) 6.7 (14.91) -13.3 (18.26) 2.5 (8.89) -5.0 (16.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 1.0 (5.89) -4.2 (14.04) 6.7 (14.91) -13.3 (18.26) 1.8 (7.64) -5.4 (14.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 0.0 (0.00) -5.6 (12.63) 8.3 (16.67) -16.7 (19.25) 1.0 (5.72) -6.9 (13.68) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 -33, 0 0, 33 -33, 0 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 0.0 (0.00) -6.2 (13.19) 0.0 (0.00) -16.7 (23.57) 0.0 (0.00) -6.9 (13.74) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 1.7 (7.45) -3.3 (10.26) 16.7 (23.57) 0.0 (0.00) 3.0 (9.81) -3.0 (9.81) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 33 0, 0 0, 33 -33, 0 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 1.8 (7.65) -3.5 (15.29) 16.7 (23.57) 0.0 (0.00) 3.2 (10.03) -3.2 (14.55) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 0.0 (0.00) -5.6 (12.78) 16.7 (23.57) 0.0 (0.00) 1.7 (7.45) -5.0 (12.21) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 0 0, 33 -33, 0 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) -6.7 (13.80) 16.7 (23.57) 0.0 (0.00) 2.0 (8.08) -5.9 (13.10) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 0.0 (0.00) -7.1 (14.19) 16.7 (23.57) 0.0 (0.00) 2.1 (8.33) -6.3 (13.44) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 0 0, 33 -33, 0 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) -5.1 (12.52) 16.7 (23.57) 0.0 (0.00) 2.2 (8.61) -4.4 (11.73) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) 0.0 (14.21) 16.7 (23.57) 0.0 (0.00) 4.8 (12.10) 0.0 (13.07) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 0 0, 33 -33, 33 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 2.8 (9.62) 0.0 (14.21) 33.3 (NE) 0.0 (NE) 5.1 (12.52) 0.0 (13.61) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 33, 33 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 3.0 (10.05) 0.0 (14.91) 33.3 (NE) 0.0 (NE) 5.6 (12.97) 0.0 (14.21) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 33, 33 0, 0 0, 33 -33, 33 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) 0.0 (0.00) 0.0 (NE) -33.3 (NE) 4.2 (11.79) -4.2 (11.79) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 0 0, 0 -33, -33 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 33.3 (NE) 0.0 (NE) 4.8 (12.60) -4.8 (12.60) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 33, 33 0, 0 0, 33 -33, 0 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 33.3 (NE) 0.0 (NE) 4.8 (12.60) -4.8 (12.60) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 33, 33 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 0.0 (0.00) -5.6 (13.61)   0.0 (0.00) -5.6 (13.61) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 0.0 (0.00) -6.7 (14.91)   0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-ia.rtf 

499



Protocol BGB-A317-303 Page 311 of 360 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 15.1 (24.70) 3.7 (23.39) 12.5 (24.85) 3.6 (23.84) 14.1 (24.72) 3.7 (23.49) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 2.4 (8.57)  4.1 (12.04)  2.9 (9.80)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 33  0, 67  0, 67  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 1.4 (6.63) -0.9 (7.89) 4.0 (13.10) -0.4 (10.97) 2.2 (9.13) -0.7 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 -33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 1.9 (8.54) -0.2 (9.11) 3.3 (11.56) -1.4 (13.23) 2.3 (9.50) -0.5 (10.44) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -33, 67 0, 67 -33, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 3.3 (10.00) 1.0 (11.65) 2.3 (8.50) -1.5 (10.05) 3.0 (9.63) 0.4 (11.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 3.6 (10.33) 1.4 (11.66) 1.9 (7.74) -0.9 (12.56) 3.2 (9.80) 0.8 (11.87) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 1.9 (7.70) -0.6 (10.22) 4.0 (11.05) 1.0 (13.14) 2.4 (8.62) -0.2 (10.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 1.1 (5.89) -1.8 (10.22) 3.2 (10.03) -1.6 (12.81) 1.4 (6.83) -1.7 (10.67) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 2.2 (8.41) -0.4 (11.78) 0.0 (0.00) -3.7 (10.78) 1.9 (7.70) -0.9 (11.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 2.5 (8.84) 0.4 (11.24) 2.0 (8.08) 0.0 (0.00) 2.4 (8.67) 0.3 (10.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 0 0, 33 -33, 33 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 3.4 (10.14) 1.4 (12.04) 0.0 (0.00) 0.0 (0.00) 2.8 (9.27) 1.2 (10.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 2.5 (10.49) 0.5 (12.21) 0.0 (0.00) 0.0 (0.00) 2.0 (9.53) 0.4 (11.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 0.5 (4.23) -1.1 (8.47) 2.4 (8.91) 2.4 (8.91) 0.9 (5.37) -0.4 (8.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 2.5 (8.81) 0.6 (12.10) 0.0 (0.00) 0.0 (0.00) 2.1 (8.19) 0.5 (11.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 0.6 (4.58) -1.3 (9.16) 0.0 (0.00) 0.0 (0.00) 0.5 (4.27) -1.1 (8.54) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 1.4 (6.66) 0.0 (6.80) 0.0 (0.00) 0.0 (0.00) 1.2 (6.19) 0.0 (6.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 16       

n 41 41 7 7 48 48 

Mean (SD) 0.0 (0.00) -1.6 (7.27) 4.8 (12.60) 4.8 (12.60) 0.7 (4.81) -0.7 (8.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 1.8 (7.54) 0.0 (10.96) 0.0 (0.00) 0.0 (0.00) 1.5 (7.02) 0.0 (10.17) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 0.9 (5.48) -0.9 (9.58) 0.0 (0.00) 0.0 (0.00) 0.8 (5.08) -0.8 (8.87) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 1.0 (5.63) -1.0 (9.85) 0.0 (0.00) 0.0 (0.00) 0.8 (5.27) -0.8 (9.21) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 0.0 (0.00) -2.1 (8.20) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -1.8 (7.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 1.1 (6.09) -1.1 (10.66) 0.0 (0.00) 0.0 (0.00) 1.0 (5.72) -1.0 (10.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 2.5 (8.90) 0.0 (13.07) 0.0 (0.00) 0.0 (0.00) 2.3 (8.60) 0.0 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 0.0 (0.00) -3.3 (10.26) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -3.0 (9.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 0.0 (0.00) -3.5 (10.51) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -3.2 (10.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 0.0 (0.00) -3.7 (10.78) 16.7 (23.57) 16.7 (23.57) 1.7 (7.45) -1.7 (13.13) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) -2.2 (8.61) 16.7 (23.57) 16.7 (23.57) 2.0 (8.08) 0.0 (11.79) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 0.0 (0.00) -2.4 (8.91) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.1 (8.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) -2.6 (9.25) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.2 (8.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 0.0 (0.00) -2.8 (9.62) 16.7 (23.57) 16.7 (23.57) 2.4 (8.91) 0.0 (13.07) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 0.0 (0.00) -2.8 (9.62) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -2.6 (9.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 0.0 (0.00) -3.0 (10.05) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -2.8 (9.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-ia.rtf 

518



Protocol BGB-A317-303 Page 330 of 360 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-ia.rtf 

520



Protocol BGB-A317-303 Page 332 of 360 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 4.0 (11.81) 1.5 (11.51) 5.7 (17.37) 1.6 (18.24) 4.7 (14.11) 1.6 (14.34) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 30.5 (28.52)  35.1 (30.95)  31.9 (29.33)  

Median 33.3  33.3  33.3  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 29.6 (30.42) -0.5 (23.07) 32.9 (32.52) -2.4 (23.02) 30.6 (31.04) -1.1 (23.03) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 50.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -67, 67 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 29.0 (30.32) -1.3 (23.80) 32.9 (30.82) 0.0 (27.80) 30.1 (30.45) -1.0 (24.96) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 100 0, 100 -67, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 26.2 (28.94) -4.8 (20.72) 28.8 (31.00) -3.8 (22.98) 26.9 (29.40) -4.6 (21.25) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -16.7, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 28.1 (30.31) -3.3 (17.88) 29.6 (31.65) -2.8 (24.40) 28.5 (30.52) -3.2 (19.47) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -16.7, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 33 0, 100 -67, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 26.2 (29.68) -3.7 (20.64) 31.3 (29.98) -3.0 (21.02) 27.4 (29.73) -3.6 (20.66) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 24.5 (29.40) -5.3 (20.91) 31.7 (26.82) -3.2 (23.34) 25.8 (28.97) -4.9 (21.29) 

Median 16.7 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 33 0, 100 -67, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 24.7 (29.10) -5.2 (20.66) 37.0 (32.11) 0.0 (22.87) 26.8 (29.83) -4.4 (21.02) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 25.4 (31.93) -5.0 (20.61) 43.1 (32.84) 5.9 (29.43) 28.5 (32.63) -3.1 (22.61) 

Median 0.0 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 33.3, 66.7 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 26.1 (30.18) -3.9 (20.24) 37.8 (33.01) 0.0 (28.17) 28.2 (30.83) -3.2 (21.72) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 25.0 (29.58) -5.4 (21.25) 31.1 (34.43) -6.7 (28.73) 26.1 (30.38) -5.6 (22.58) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 25.8 (30.43) -4.3 (21.33) 38.1 (34.24) -2.4 (30.56) 28.1 (31.29) -3.9 (23.07) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 25.9 (31.50) -2.5 (24.95) 29.6 (26.06) -7.4 (14.70) 26.5 (30.62) -3.2 (23.73) 

Median 16.7 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 0 0, 100 -67, 67 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 24.5 (31.45) -3.8 (20.32) 29.2 (27.82) -12.5 (17.25) 25.1 (30.83) -4.9 (20.03) 

Median 0.0 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 50.0 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 0 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 27.2 (32.40) -2.0 (24.91) 29.2 (27.82) -12.5 (17.25) 27.5 (31.57) -3.5 (24.14) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 50.0 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 0 0, 100 -67, 67 

 

Cycle 16       

n 41 41 7 7 48 48 

Mean (SD) 27.6 (33.25) -4.1 (23.80) 28.6 (29.99) -14.3 (17.82) 27.8 (32.50) -5.6 (23.15) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 0 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 28.1 (31.51) -5.3 (22.63) 33.3 (29.81) -16.7 (18.26) 28.8 (31.00) -6.8 (22.25) 

Median 33.3 0.0 33.3 -16.7 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 0 0, 100 -67, 33 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 27.9 (30.95) -6.3 (22.00) 38.9 (38.97) -11.1 (17.21) 29.5 (31.88) -7.0 (21.28) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 0 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 28.6 (31.46) -5.7 (23.55) 40.0 (27.89) -13.3 (18.26) 30.0 (30.94) -6.7 (22.90) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 0 0, 100 -67, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 28.1 (31.80) -7.3 (23.55) 40.0 (27.89) -13.3 (18.26) 29.7 (31.21) -8.1 (22.78) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 0 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 31.1 (32.68) -6.7 (23.81) 41.7 (31.91) -16.7 (19.25) 32.4 (32.29) -7.8 (23.30) 

Median 33.3 0.0 50.0 -16.7 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 16.7, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 0 0, 100 -33, 67 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 30.9 (33.24) -7.4 (21.35) 33.3 (47.14) -16.7 (23.57) 31.0 (33.25) -8.0 (21.19) 

Median 33.3 0.0 33.3 -16.7 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 31.7 (36.63) -3.3 (18.42) 33.3 (47.14) -16.7 (23.57) 31.8 (36.34) -4.5 (18.67) 

Median 33.3 0.0 33.3 -16.7 33.3 0.0 

Q1, Q3 0.0, 50.0 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 66.7 0.0, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 29.8 (36.67) -7.0 (28.50) 33.3 (47.14) -16.7 (23.57) 30.2 (36.37) -7.9 (27.70) 

Median 33.3 0.0 33.3 -16.7 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 33 0, 67 -33, 0 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-ia.rtf 

537



Protocol BGB-A317-303 Page 349 of 360 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 29.6 (37.73) -3.7 (19.43) 33.3 (47.14) -16.7 (23.57) 30.0 (37.31) -5.0 (19.57) 

Median 16.7 0.0 33.3 -16.7 16.7 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 50.0 -16.7, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 31.1 (40.76) -2.2 (19.79) 33.3 (47.14) -16.7 (23.57) 31.4 (39.91) -3.9 (20.01) 

Median 0.0 0.0 33.3 -16.7 0.0 0.0 

Q1, Q3 0.0, 66.7 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 66.7 0.0, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 35.7 (42.29) 2.4 (24.33) 16.7 (23.57) -33.3 (47.14) 33.3 (40.37) -2.1 (28.46) 

Median 16.7 0.0 16.7 -33.3 16.7 0.0 

Q1, Q3 0.0, 66.7 0.0, 0.0 0.0, 33.3 -66.7, 0.0 0.0, 66.7 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 33 -67, 0 0, 100 -67, 67 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 35.9 (41.86) 0.0 (19.25) 33.3 (47.14) -16.7 (23.57) 35.6 (40.76) -2.2 (19.79) 

Median 33.3 0.0 33.3 -16.7 33.3 0.0 

Q1, Q3 0.0, 66.7 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 66.7 0.0, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 38.9 (44.57) 2.8 (26.43) 33.3 (47.14) -16.7 (23.57) 38.1 (43.08) 0.0 (26.15) 

Median 16.7 0.0 33.3 -16.7 16.7 0.0 

Q1, Q3 0.0, 83.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 66.7 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 0 0, 100 -33, 67 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 36.1 (43.71) 0.0 (20.10) 66.7 (NE) -33.3 (NE) 38.5 (42.70) -2.6 (21.35) 

Median 16.7 0.0 66.7 -33.3 33.3 0.0 

Q1, Q3 0.0, 83.3 0.0, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 0.0, 0.0 

Min, Max 0, 100 -33, 33 67, 67 -33, -33 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 39.4 (44.27) 3.0 (17.98) 66.7 (NE) -33.3 (NE) 41.7 (42.94) 0.0 (20.10) 

Median 33.3 0.0 66.7 -33.3 33.3 0.0 

Q1, Q3 0.0, 100.0 0.0, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 83.3 0.0, 0.0 

Min, Max 0, 100 -33, 33 67, 67 -33, -33 0, 100 -33, 33 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 47.6 (42.41) 4.8 (12.60) 66.7 (NE) -33.3 (NE) 50.0 (39.84) 0.0 (17.82) 

Median 33.3 0.0 66.7 -33.3 50.0 0.0 

Q1, Q3 0.0, 100.0 0.0, 0.0 66.7, 66.7 -33.3, -33.3 16.7, 83.3 0.0, 0.0 

Min, Max 0, 100 0, 33 67, 67 -33, -33 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 38.9 (38.97) 5.6 (13.61) 66.7 (NE) -33.3 (NE) 42.9 (37.09) 0.0 (19.25) 

Median 33.3 0.0 66.7 -33.3 33.3 0.0 

Q1, Q3 0.0, 66.7 0.0, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 0.0, 0.0 

Min, Max 0, 100 0, 33 67, 67 -33, -33 0, 100 -33, 33 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 38.9 (38.97) 5.6 (13.61) 66.7 (NE) -33.3 (NE) 42.9 (37.09) 0.0 (19.25) 

Median 33.3 0.0 66.7 -33.3 33.3 0.0 

Q1, Q3 0.0, 66.7 0.0, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 0.0, 0.0 

Min, Max 0, 100 0, 33 67, 67 -33, -33 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 38.9 (38.97) 5.6 (13.61)   38.9 (38.97) 5.6 (13.61) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 0.0, 66.7 0.0, 0.0   0.0, 66.7 0.0, 0.0 

Min, Max 0, 100 0, 33   0, 100 0, 33 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 40.0 (43.46) 0.0 (0.00)   40.0 (43.46) 0.0 (0.00) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 0.0, 66.7 0.0, 0.0   0.0, 66.7 0.0, 0.0 

Min, Max 0, 100 0, 0   0, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 33.3 (47.14) 0.0 (0.00)   33.3 (47.14) 0.0 (0.00) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 0.0, 66.7 0.0, 0.0   0.0, 66.7 0.0, 0.0 

Min, Max 0, 100 0, 0   0, 100 0, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 44.4 (50.92) 0.0 (0.00)   44.4 (50.92) 0.0 (0.00) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 0.0, 100.0 0.0, 0.0   0.0, 100.0 0.0, 0.0 

Min, Max 0, 100 0, 0   0, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 44.4 (50.92) 0.0 (0.00)   44.4 (50.92) 0.0 (0.00) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 0.0, 100.0 0.0, 0.0   0.0, 100.0 0.0, 0.0 

Min, Max 0, 100 0, 0   0, 100 0, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 66.7 (47.14) 0.0 (0.00)   66.7 (47.14) 0.0 (0.00) 

Median 66.7 0.0   66.7 0.0 

Q1, Q3 33.3, 100.0 0.0, 0.0   33.3, 100.0 0.0, 0.0 

Min, Max 33, 100 0, 0   33, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 66.7 (47.14) 0.0 (0.00)   66.7 (47.14) 0.0 (0.00) 

Median 66.7 0.0   66.7 0.0 

Q1, Q3 33.3, 100.0 0.0, 0.0   33.3, 100.0 0.0, 0.0 

Min, Max 33, 100 0, 0   33, 100 0, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 66.7 (47.14) 0.0 (0.00)   66.7 (47.14) 0.0 (0.00) 

Median 66.7 0.0   66.7 0.0 

Q1, Q3 33.3, 100.0 0.0, 0.0   33.3, 100.0 0.0, 0.0 

Min, Max 33, 100 0, 0   33, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 31.8 (29.32) 1.2 (24.08) 42.2 (32.66) 5.7 (30.02) 35.7 (30.92) 2.9 (26.45) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 33.3, 66.7 0.0, 0.0 0.0, 66.7 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  27AUG2024 02:36  f-14-02-02-04-11-01-series-c30-ia.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  27AUG2024 02:36  f-14-02-02-04-11-01-series-c30-ia.rtf 

551



Protocol BGB-A317-303 Page 3 of 15 

Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  27AUG2024 02:36  f-14-02-02-04-11-01-series-c30-ia.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Appetite Loss 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Global health status / QoL          

   Cycle 4 131  -1.71 (1.58) 44  -4.98 (2.42) 3.27 (-1.94, 

8.48) 

0.19 (-0.11, 

0.50) 

0.2174 

   Cycle 6 107  2.39 (1.56) 33  -3.20 (2.52) 5.59 (0.24, 

10.94) 

0.36 (0.01, 

0.71) 

0.0405 

   Overall Treatment Effect 195 67.96 (19.15) 0.79 (1.32) 84 71.22 (18.52) -3.05 (2.07) 3.84 (-0.41, 

8.08) 

0.30 (-0.03, 

0.63) 

0.0762 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Physical Functioning          

   Cycle 4 131  -3.52 (1.24) 44  -1.54 (1.86) -1.98 (-5.96, 

2.01) 

-0.15 (-0.44, 

0.15) 

0.3296 

   Cycle 6 107  -4.43 (1.44) 33  -3.44 (2.33) -0.99 (-6.05, 

4.08) 

-0.07 (-0.41, 

0.28) 

0.7010 

   Overall Treatment Effect 195 86.10 (13.66) -3.57 (1.19) 84 87.97 (12.61) -6.81 (1.86) 3.25 (-0.69, 

7.18) 

0.27 (-0.06, 

0.59) 

0.1051 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Role Functioning          

   Cycle 4 131  -2.80 (1.53) 44  -2.43 (2.30) -0.37 (-5.24, 

4.50) 

-0.02 (-0.33, 

0.28) 

0.8818 

   Cycle 6 107  -5.87 (1.92) 33  -11.34 (3.14) 5.47 (-1.35, 

12.30) 

0.28 (-0.07, 

0.62) 

0.1153 

   Overall Treatment Effect 195 88.99 (17.76) -4.02 (1.58) 84 89.86 (16.06) -7.94 (2.48) 3.92 (-1.33, 

9.18) 

0.24 (-0.08, 

0.56) 

0.1428 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Emotional Functioning          

   Cycle 4 131  -0.53 (1.15) 44  0.63 (1.81) -1.15 (-5.06, 

2.75) 

-0.10 (-0.42, 

0.23) 

0.5605 

   Cycle 6 107  -0.68 (1.33) 33  -1.63 (2.19) 0.95 (-3.84, 

5.75) 

0.07 (-0.28, 

0.41) 

0.6960 

   Overall Treatment Effect 195 88.05 (15.37) -0.52 (0.99) 84 89.95 (14.08) -2.74 (1.59) 2.22 (-1.10, 

5.55) 

0.23 (-0.11, 

0.57) 

0.1883 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Cognitive Functioning          

   Cycle 4 131  -0.10 (1.22) 44  -1.10 (1.90) 1.00 (-3.08, 

5.08) 

0.08 (-0.24, 

0.40) 

0.6299 

   Cycle 6 107  -1.74 (1.28) 33  -3.82 (2.08) 2.08 (-2.40, 

6.55) 

0.16 (-0.19, 

0.51) 

0.3615 

   Overall Treatment Effect 195 89.62 (14.69) -0.96 (1.02) 84 91.58 (12.30) -2.94 (1.63) 1.98 (-1.35, 

5.31) 

0.20 (-0.14, 

0.54) 

0.2432 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Social Functioning          

   Cycle 4 131  2.38 (1.77) 44  1.25 (2.73) 1.13 (-4.74, 

7.01) 

0.06 (-0.25, 

0.37) 

0.7039 

   Cycle 6 107  0.72 (1.89) 33  -3.10 (3.04) 3.82 (-2.75, 

10.39) 

0.20 (-0.14, 

0.53) 

0.2524 

   Overall Treatment Effect 195 82.08 (19.70) 1.69 (1.57) 84 79.90 (20.40) -5.02 (2.52) 6.72 (1.47, 

11.96) 

0.44 (0.09, 

0.78) 

0.0123 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Fatigue          

   Cycle 4 131  -0.72 (1.36) 44  -1.05 (2.07) 0.33 (-4.06, 

4.73) 

0.02 (-0.29, 

0.33) 

0.8813 

   Cycle 6 107  0.06 (1.51) 33  -1.36 (2.42) 1.42 (-3.79, 

6.63) 

0.09 (-0.25, 

0.43) 

0.5914 

   Overall Treatment Effect 195 22.06 (18.15) -0.42 (1.36) 84 20.27 (17.57) 4.32 (2.17) -4.74 (-9.32, 

-0.16) 

-0.34 (-0.68, 

-0.01) 

0.0427 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Nausea and Vomiting          

   Cycle 4 131  1.07 (1.13) 44  2.80 (1.77) -1.74 (-5.70, 

2.23) 

-0.13 (-0.43, 

0.17) 

0.3888 

   Cycle 6 107  0.79 (0.98) 33  0.94 (1.57) -0.15 (-3.59, 

3.29) 

-0.01 (-0.34, 

0.31) 

0.9328 

   Overall Treatment Effect 195 3.30 (10.99) 0.36 (0.89) 84 5.33 (10.64) 1.23 (1.55) -0.87 (-4.15, 

2.42) 

-0.10 (-0.48, 

0.28) 

0.6026 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Pain          

   Cycle 4 131  1.79 (1.58) 44  -4.47 (2.45) 6.26 (0.96, 

11.56) 

0.37 (0.06, 

0.68) 

0.0209 

   Cycle 6 107  2.29 (1.60) 33  -2.99 (2.60) 5.29 (-0.32, 

10.89) 

0.33 (-0.02, 

0.68) 

0.0642 

   Overall Treatment Effect 195 17.37 (20.86) 0.47 (1.40) 84 15.64 (19.52) -0.14 (2.27) 0.61 (-4.15, 

5.37) 

0.04 (-0.30, 

0.39) 

0.8015 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  27AUG2024 04:37  t-14-02-02-04-11-02-eff-mmrmqs-c30-ia.rtf 

573



Protocol BGB-A317-303 Page 10 of 15 
 

Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Dyspnoea          

   Cycle 4 130  -1.01 (1.71) 44  -0.23 (2.65) -0.78 (-6.45, 

4.88) 

-0.05 (-0.37, 

0.28) 

0.7856 

   Cycle 6 106  -2.40 (1.94) 33  0.81 (3.23) -3.21 (-10.18, 

3.76) 

-0.17 (-0.54, 

0.20) 

0.3648 

   Overall Treatment Effect 194 22.43 (20.88) -1.71 (1.55) 84 20.96 (22.22) 4.00 (2.48) -5.71 (-10.89, 

-0.53) 

-0.38 (-0.73, 

-0.03) 

0.0310 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Insomnia          

   Cycle 4 131  1.28 (1.86) 44  -2.52 (2.94) 3.80 (-2.63, 

10.23) 

0.19 (-0.13, 

0.51) 

0.2447 

   Cycle 6 107  1.42 (1.89) 33  -0.81 (3.17) 2.22 (-4.63, 

9.08) 

0.12 (-0.25, 

0.48) 

0.5229 

   Overall Treatment Effect 195 12.58 (18.90) 0.81 (1.48) 84 16.84 (23.14) 2.71 (2.49) -1.90 (-7.02, 

3.23) 

-0.14 (-0.52, 

0.24) 

0.4662 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  27AUG2024 04:37  t-14-02-02-04-11-02-eff-mmrmqs-c30-ia.rtf 

575



Protocol BGB-A317-303 Page 12 of 15 
 

Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Appetite Loss          

   Cycle 4 131  2.24 (1.66) 44  -0.96 (2.62) 3.20 (-2.50, 

8.90) 

0.18 (-0.14, 

0.50) 

0.2697 

   Cycle 6 107  1.97 (1.66) 33  -0.17 (2.78) 2.14 (-3.82, 

8.11) 

0.13 (-0.24, 

0.50) 

0.4786 

   Overall Treatment Effect 195 12.74 (22.02) 2.22 (1.32) 84 9.97 (17.46) 4.23 (2.27) -2.01 (-6.64, 

2.63) 

-0.18 (-0.58, 

0.23) 

0.3935 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Constipation          

   Cycle 4 131  -0.21 (1.66) 44  -2.78 (2.59) 2.56 (-3.05, 

8.18) 

0.14 (-0.17, 

0.46) 

0.3688 

   Cycle 6 107  -2.83 (1.64) 33  -5.42 (2.66) 2.59 (-3.12, 

8.30) 

0.16 (-0.19, 

0.51) 

0.3716 

   Overall Treatment Effect 195 11.16 (20.93) -2.16 (1.33) 84 8.93 (16.33) -3.18 (2.12) 1.02 (-3.32, 

5.36) 

0.08 (-0.26, 

0.43) 

0.6440 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Diarrhoea          

   Cycle 4 131  1.14 (0.87) 44  -0.17 (1.44) 1.31 (-1.87, 

4.48) 

0.14 (-0.20, 

0.49) 

0.4171 

   Cycle 6 107  -0.10 (0.89) 33  1.95 (1.54) -2.05 (-5.43, 

1.34) 

-0.24 (-0.64, 

0.16) 

0.2333 

   Overall Treatment Effect 195 2.36 (8.57) 0.63 (0.62) 84 4.12 (12.04) 1.17 (1.09) -0.54 (-2.84, 

1.75) 

-0.09 (-0.49, 

0.30) 

0.6384 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Financial Difficulties          

   Cycle 4 131  -5.34 (2.01) 44  -3.46 (3.05) -1.88 (-8.39, 

4.63) 

-0.09 (-0.40, 

0.22) 

0.5697 

   Cycle 6 107  -4.66 (2.06) 33  -2.54 (3.32) -2.12 (-9.17, 

4.92) 

-0.11 (-0.46, 

0.25) 

0.5526 

   Overall Treatment Effect 195 30.50 (28.52) -5.03 (1.78) 84 35.05 (30.95) -2.13 (2.76) -2.91 (-8.59, 

2.78) 

-0.17 (-0.50, 

0.16) 

0.3152 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  27AUG2024 04:37  t-14-02-02-04-11-02-eff-mmrmqs-c30-ia.rtf 

 

579



Protocol BGB-A317-303 Page 1 of 2 

 

Table 14.2.2.4.11.3: 

Analyses of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

 Global Health Status/QOL 214 52 (24.3) NR (NE, NE) 103 27 (26.2) NR (3.5, NE) 0.632 (0.392, 1.018) 0.0595 

 

 Physical Functioning 214 47 (22.0) NR (NE, NE) 103 24 (23.3) 8.0 (4.6, NE) 0.686 (0.415, 1.134) 0.1388 

 

 Role Functioning 214 50 (23.4) NR (NE, NE) 103 24 (23.3) 8.0 (4.9, NE) 0.776 (0.473, 1.274) 0.3159 

 

 Emotional Functioning 214 25 (11.7) NR (NE, NE) 103 11 (10.7) NR (8.3, NE) 0.714 (0.344, 1.481) 0.3662 

 

 Cognitive Functioning 214 48 (22.4) NR (NE, NE) 103 20 (19.4) NR (6.9, NE) 0.835 (0.490, 1.423) 0.5094 

 

 Social Functioning 214 59 (27.6) NR (9.7, NE) 103 21 (20.4) NR (4.9, NE) 1.001 (0.603, 1.661) 0.9734 

 

 Fatigue 214 58 (27.1) NR (NE, NE) 103 26 (25.2) 19.4 (4.3, NE) 0.857 (0.535, 1.371) 0.5156 

 

 Nausea and Vomiting 214 30 (14.0) NR (NE, NE) 103 10 (9.7) NR (NE, NE) 1.050 (0.509, 2.168) 0.8924 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.2.2.4.11.3: 

Analyses of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

 Pain 214 60 (28.0) NR (16.9, NE) 103 14 (13.6) NR (6.9, NE) 1.721 (0.958, 3.092) 0.0666 

 

 Dyspnoea 214 35 (16.4) NR (NE, NE) 103 18 (17.5) NR (6.9, NE) 0.676 (0.379, 1.204) 0.1827 

 

 Insomnia 214 44 (20.6) NR (NE, NE) 103 14 (13.6) NR (5.7, NE) 1.092 (0.593, 2.013) 0.7827 

 

 Appetite Loss 214 45 (21.0) NR (NE, NE) 103 12 (11.7) NR (NE, NE) 1.432 (0.752, 2.724) 0.2716 

 

 Constipation 214 31 (14.5) NR (NE, NE) 103 6 (5.8) NR (NE, NE) 2.069 (0.860, 4.974) 0.0962 

 

 Diarrhea 214 12 (5.6) NR (NE, NE) 103 4 (3.9) 17.2 (17.2, NE) 0.859 (0.273, 2.699) 0.7942 

 

 Financial Difficulties 214 32 (15.0) NR (NE, NE) 103 13 (12.6) NR (NE, NE) 0.943 (0.491, 1.810) 0.8581 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Global Health Status/QOL
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T islelizumab: n = 214, events = 52, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 27, Median: NR, 95% CI: 3.5 - NE

HR (95% CI): 0.632 (0.392, 1.018)

Log-rank test p-value: 0.0595

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Physical Functioning
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T islelizumab: n = 214, events = 47, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 24, Median: 8.0, 95% CI: 4.6 - NE

HR (95% CI): 0.686 (0.415, 1.134)

Log-rank test p-value: 0.1388

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Role Functioning
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T islelizumab: n = 214, events = 50, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 24, Median: 8.0, 95% CI: 4.9 - NE

HR (95% CI): 0.776 (0.473, 1.274)

Log-rank test p-value: 0.3159

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-qs.sas  27AUG2024 00:03  f-14-02-02-04-11-03-km-qs-c30-ia.rtf 

584



Protocol BGB-A317-303 Page 4 of 15 

Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Emotional Functioning
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T islelizumab: n = 214, events = 25, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 11, Median: NR, 95% CI: 8.3 - NE

HR (95% CI): 0.714 (0.344, 1.481)

Log-rank test p-value: 0.3662

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-qs.sas  27AUG2024 00:03  f-14-02-02-04-11-03-km-qs-c30-ia.rtf 

585



Protocol BGB-A317-303 Page 5 of 15 

Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Cognitive Functioning
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T islelizumab: n = 214, events = 48, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 20, Median: NR, 95% CI: 6.9 - NE

HR (95% CI): 0.835 (0.490, 1.423)

Log-rank test p-value: 0.5094

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Social Functioning
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T islelizumab: n = 214, events = 59, Median: NR, 95% CI: 9.7 - NE

Docetaxel: n = 103, events = 21, Median: NR, 95% CI: 4.9 - NE

HR (95% CI): 1.001 (0.603, 1.661)

Log-rank test p-value: 0.9734

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Fatigue
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T islelizumab: n = 214, events = 58, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 26, Median: 19.4, 95% CI: 4.3 - NE

HR (95% CI): 0.857 (0.535, 1.371)

Log-rank test p-value: 0.5156

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Nausea and Vomiting
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T islelizumab: n = 214, events = 30, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.050 (0.509, 2.168)

Log-rank test p-value: 0.8924

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Pain
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T islelizumab: n = 214, events = 60, Median: NR, 95% CI: 16.9 - NE

Docetaxel: n = 103, events = 14, Median: NR, 95% CI: 6.9 - NE

HR (95% CI): 1.721 (0.958, 3.092)

Log-rank test p-value: 0.0666

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Dyspnoea
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T islelizumab: n = 214, events = 35, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 18, Median: NR, 95% CI: 6.9 - NE

HR (95% CI): 0.676 (0.379, 1.204)

Log-rank test p-value: 0.1827

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Insomnia
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T islelizumab: n = 214, events = 44, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 14, Median: NR, 95% CI: 5.7 - NE

HR (95% CI): 1.092 (0.593, 2.013)

Log-rank test p-value: 0.7827

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Appetite Loss
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T islelizumab: n = 214, events = 45, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 12, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.432 (0.752, 2.724)

Log-rank test p-value: 0.2716

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Constipation
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T islelizumab: n = 214, events = 31, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 2.069 (0.860, 4.974)

Log-rank test p-value: 0.0962

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Diarrhea
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T islelizumab: n = 214, events = 12, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 4, Median: 17.2, 95% CI: 17.2 - NE

HR (95% CI): 0.859 (0.273, 2.699)

Log-rank test p-value: 0.7942

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Financial Difficulties
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T islelizumab: n = 214, events = 32, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 13, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.943 (0.491, 1.810)

Log-rank test p-value: 0.8581

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 30 (21.0) NR (NE, NE) 66 17 (25.8) NR (3.5, NE) 0.614 (0.338, 1.117) 0.1103 

   Age >= 65 Years 71 22 (31.0) NR (4.9, NE) 37 10 (27.0) NR (1.4, NE) 0.721 (0.335, 1.554) 0.4109 

   Interaction        0.6210 

 

Sex         

   Male 166 42 (25.3) NR (12.7, NE) 76 21 (27.6) NR (2.9, NE) 0.604 (0.355, 1.029) 0.0656 

   Female 48 10 (20.8) NR (5.8, NE) 27 6 (22.2) NR (2.9, NE) 0.807 (0.293, 2.224) 0.6863 

   Interaction        0.5780 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 36 (21.4) NR (NE, NE) 88 25 (28.4) NR (2.9, NE) 0.533 (0.318, 0.894) 0.0167 

   White 38 12 (31.6) NR (4.9, NE) 13 2 (15.4) NR (0.8, NE) 1.524 (0.338, 6.871) 0.5804 

   Other 8 4 (50.0) 4.9 (0.8, NE) 2 0 (0.0) NR (NE, NE) 40599702.435 (0.000, 

NE) 

0.2321 

   Interaction        0.3394 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 36 (21.6) NR (NE, NE) 88 25 (28.4) NR (2.9, NE) 0.533 (0.318, 0.894) 0.0167 

   Europe 32 11 (34.4) 6.3 (3.4, NE) 13 2 (15.4) NR (0.8, NE) 1.836 (0.405, 8.335) 0.4241 

   Other 15 5 (33.3) NR (2.1, NE) 2 0 (0.0) NR (NE, NE) 11443745.481 (0.000, 

NE) 

0.3580 

   Interaction        0.2615 

 

ECOG performance-status score         

   0 50 14 (28.0) NR (4.9, NE) 19 4 (21.1) 5.7 (2.9, NE) 0.878 (0.287, 2.687) 0.8222 

   1 164 38 (23.2) NR (NE, NE) 84 23 (27.4) NR (3.5, NE) 0.625 (0.370, 1.055) 0.0820 

   Interaction        0.4972 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 39 (25.3) NR (12.7, NE) 66 19 (28.8) NR (2.9, NE) 0.583 (0.333, 1.020) 0.0590 

   Never 60 13 (21.7) NR (5.0, NE) 37 8 (21.6) NR (2.9, NE) 0.853 (0.354, 2.060) 0.7286 

   Interaction        0.4406 

 

Histology         

   Non-squamous 125 26 (20.8) NR (NE, NE) 62 17 (27.4) NR (3.5, NE) 0.595 (0.322, 1.099) 0.0978 

   Squamous 89 26 (29.2) NR (5.7, NE) 41 10 (24.4) NR (2.9, NE) 0.738 (0.350, 1.556) 0.4302 

   Interaction        0.6113 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 28 (19.6) NR (NE, NE) 73 20 (27.4) NR (3.5, NE) 0.544 (0.305, 0.971) 0.0386 

   Unknown 71 24 (33.8) 12.7 (4.9, NE) 30 7 (23.3) NR (2.9, NE) 0.877 (0.372, 2.065) 0.7721 

   Interaction        0.2827 

 

ALK rearrangement at baseline         

   Wild type 108 26 (24.1) NR (NE, NE) 48 13 (27.1) 5.7 (2.1, NE) 0.637 (0.324, 1.254) 0.1996 

   Unknown 106 26 (24.5) NR (7.6, NE) 55 14 (25.5) NR (2.9, NE) 0.701 (0.365, 1.348) 0.2871 

   Interaction        0.7098 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 42 (23.3) NR (NE, NE) 88 24 (27.3) NR (3.5, NE) 0.626 (0.377, 1.038) 0.0699 

   Third 34 10 (29.4) 12.7 (2.9, NE) 15 3 (20.0) NR (0.7, NE) 0.794 (0.211, 2.986) 0.7347 

   Interaction        0.5465 

 

Disease Stage         

   Locally advanced 32 8 (25.0) NR (4.9, NE) 8 4 (50.0) 2.1 (0.7, NE) 0.348 (0.104, 1.171) 0.0702 

   Metastatic 182 44 (24.2) NR (12.7, NE) 95 23 (24.2) NR (3.5, NE) 0.718 (0.431, 1.195) 0.2106 

   Interaction        0.2933 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (2.1, NE) 9 1 (11.1) NR (0.7, NE) 0.790 (0.068, 9.217) 0.8504 

   No 201 50 (24.9) NR (NE, NE) 94 26 (27.7) NR (3.5, NE) 0.642 (0.398, 1.038) 0.0714 

   Interaction        0.6746 

 

Liver metastases at baseline         

   Yes 27 5 (18.5) NR (2.3, NE) 16 2 (12.5) NR (1.4, NE) 1.208 (0.220, 6.645) 0.8243 

   No 187 47 (25.1) NR (NE, NE) 87 25 (28.7) NR (2.9, NE) 0.601 (0.368, 0.982) 0.0426 

   Interaction        0.3093 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 33 (23.1) NR (NE, NE) 66 14 (21.2) 16.7 (8.0, NE) 0.850 (0.454, 1.593) 0.6241 

   Age >= 65 Years 71 14 (19.7) NR (NE, NE) 37 10 (27.0) 6.9 (3.6, NE) 0.450 (0.194, 1.044) 0.0551 

   Interaction        0.3652 

 

Sex         

   Male 166 35 (21.1) NR (NE, NE) 76 15 (19.7) 16.7 (4.6, NE) 0.757 (0.410, 1.398) 0.3737 

   Female 48 12 (25.0) NR (4.9, NE) 27 9 (33.3) 6.9 (3.6, NE) 0.613 (0.257, 1.462) 0.2658 

   Interaction        0.6708 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 32 (19.0) NR (NE, NE) 88 20 (22.7) 8.0 (4.6, NE) 0.599 (0.340, 1.057) 0.0742 

   White 38 14 (36.8) NR (2.9, NE) 13 4 (30.8) 6.9 (0.9, NE) 1.032 (0.338, 3.149) 0.9598 

   Other 8 1 (12.5) NR (2.1, NE) 2 0 (0.0) NR (NE, NE) 36277280.573 (0.000, 

NE) 

0.5930 

   Interaction        0.6322 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 32 (19.2) NR (NE, NE) 88 20 (22.7) 8.0 (4.6, NE) 0.599 (0.340, 1.057) 0.0742 

   Europe 32 12 (37.5) NR (2.1, NE) 13 4 (30.8) 6.9 (0.9, NE) 1.099 (0.352, 3.430) 0.8774 

   Other 15 3 (20.0) NR (2.8, NE) 2 0 (0.0) NR (NE, NE) 11299860.872 (0.000, 

NE) 

0.4955 

   Interaction        0.5857 

 

ECOG performance-status score         

   0 50 10 (20.0) NR (NE, NE) 19 3 (15.8) NR (2.8, NE) 0.739 (0.200, 2.729) 0.6408 

   1 164 37 (22.6) NR (NE, NE) 84 21 (25.0) 7.2 (4.6, NE) 0.673 (0.391, 1.160) 0.1530 

   Interaction        0.8939 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 34 (22.1) NR (NE, NE) 66 14 (21.2) 16.7 (4.6, NE) 0.728 (0.387, 1.370) 0.3256 

   Never 60 13 (21.7) NR (NE, NE) 37 10 (27.0) 6.9 (3.6, NE) 0.672 (0.293, 1.540) 0.3458 

   Interaction        0.8020 

 

Histology         

   Non-squamous 125 26 (20.8) NR (NE, NE) 62 16 (25.8) 8.0 (6.9, NE) 0.650 (0.347, 1.217) 0.1755 

   Squamous 89 21 (23.6) NR (12.7, NE) 41 8 (19.5) 4.6 (3.6, NE) 0.746 (0.323, 1.720) 0.4881 

   Interaction        0.6384 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 31 (21.7) NR (NE, NE) 73 18 (24.7) 8.0 (6.9, NE) 0.685 (0.381, 1.231) 0.2035 

   Unknown 71 16 (22.5) NR (12.7, NE) 30 6 (20.0) 4.6 (3.6, NE) 0.699 (0.268, 1.823) 0.4631 

   Interaction        0.8734 

 

ALK rearrangement at baseline         

   Wild type 108 24 (22.2) NR (NE, NE) 48 9 (18.8) NR (3.6, NE) 0.972 (0.450, 2.097) 0.9415 

   Unknown 106 23 (21.7) NR (12.7, NE) 55 15 (27.3) 8.0 (4.6, NE) 0.599 (0.312, 1.152) 0.1212 

   Interaction        0.6789 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 38 (21.1) NR (NE, NE) 88 19 (21.6) 16.7 (4.6, NE) 0.757 (0.434, 1.319) 0.3250 

   Third 34 9 (26.5) NR (3.5, NE) 15 5 (33.3) 3.6 (0.7, NE) 0.383 (0.122, 1.201) 0.0907 

   Interaction        0.3958 

 

Disease Stage         

   Locally advanced 32 6 (18.8) NR (NE, NE) 8 2 (25.0) NR (3.6, NE) 0.739 (0.149, 3.668) 0.7047 

   Metastatic 182 41 (22.5) NR (NE, NE) 95 22 (23.2) 8.0 (4.6, NE) 0.692 (0.409, 1.170) 0.1687 

   Interaction        0.9709 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 4 (30.8) NR (0.7, NE) 9 2 (22.2) NR (0.7, NE) 1.131 (0.201, 6.355) 0.8885 

   No 201 43 (21.4) NR (NE, NE) 94 22 (23.4) 8.0 (4.6, NE) 0.672 (0.400, 1.131) 0.1332 

   Interaction        0.7717 

 

Liver metastases at baseline         

   Yes 27 5 (18.5) NR (1.4, NE) 16 2 (12.5) 4.6 (2.8, NE) 1.862 (0.352, 9.859) 0.4580 

   No 187 42 (22.5) NR (NE, NE) 87 22 (25.3) 8.0 (6.9, NE) 0.624 (0.371, 1.052) 0.0760 

   Interaction        0.2606 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 34 (23.8) NR (NE, NE) 66 15 (22.7) 8.0 (4.9, NE) 0.884 (0.481, 1.624) 0.6992 

   Age >= 65 Years 71 16 (22.5) NR (12.1, NE) 37 9 (24.3) NR (3.1, NE) 0.616 (0.263, 1.442) 0.2627 

   Interaction        0.5736 

 

Sex         

   Male 166 38 (22.9) NR (NE, NE) 76 18 (23.7) 6.4 (3.1, NE) 0.729 (0.413, 1.286) 0.2744 

   Female 48 12 (25.0) NR (5.8, NE) 27 6 (22.2) NR (4.9, NE) 1.023 (0.383, 2.729) 0.9556 

   Interaction        0.5462 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 35 (20.8) NR (NE, NE) 88 20 (22.7) 8.0 (3.6, NE) 0.721 (0.414, 1.254) 0.2447 

   White 38 13 (34.2) NR (2.9, NE) 13 4 (30.8) 4.9 (0.7, NE) 0.870 (0.281, 2.698) 0.8188 

   Other 8 2 (25.0) NR (0.8, NE) 2 0 (0.0) NR (NE, NE) 35482460.582 (0.000, 

NE) 

0.4643 

   Interaction        0.9226 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 35 (21.0) NR (NE, NE) 88 20 (22.7) 8.0 (3.6, NE) 0.721 (0.414, 1.254) 0.2447 

   Europe 32 12 (37.5) 7.0 (2.3, NE) 13 4 (30.8) 4.9 (0.7, NE) 1.020 (0.326, 3.199) 0.9636 

   Other 15 3 (20.0) NR (2.9, NE) 2 0 (0.0) NR (NE, NE) 10925622.512 (0.000, 

NE) 

0.5231 

   Interaction        0.8160 

 

ECOG performance-status score         

   0 50 13 (26.0) NR (NE, NE) 19 1 (5.3) NR (NE, NE) 4.095 (0.535, 31.333) 0.1410 

   1 164 37 (22.6) NR (NE, NE) 84 23 (27.4) 6.4 (3.6, NE) 0.631 (0.372, 1.070) 0.0863 

   Interaction        0.0906 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 37 (24.0) NR (NE, NE) 66 20 (30.3) 5.2 (2.7, NE) 0.585 (0.336, 1.017) 0.0548 

   Never 60 13 (21.7) NR (5.8, NE) 37 4 (10.8) NR (4.9, NE) 1.844 (0.601, 5.658) 0.2760 

   Interaction        0.0630 

 

Histology         

   Non-squamous 125 27 (21.6) NR (NE, NE) 62 13 (21.0) NR (4.9, NE) 0.896 (0.462, 1.741) 0.7510 

   Squamous 89 23 (25.8) NR (12.1, NE) 41 11 (26.8) 5.2 (3.1, NE) 0.626 (0.299, 1.310) 0.2117 

   Interaction        0.6393 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 31 (21.7) NR (NE, NE) 73 16 (21.9) NR (4.9, NE) 0.841 (0.459, 1.542) 0.5796 

   Unknown 71 19 (26.8) NR (7.0, NE) 30 8 (26.7) 5.2 (3.1, NE) 0.637 (0.273, 1.484) 0.2947 

   Interaction        0.8435 

 

ALK rearrangement at baseline         

   Wild type 108 21 (19.4) NR (NE, NE) 48 8 (16.7) NR (NE, NE) 0.956 (0.420, 2.178) 0.9156 

   Unknown 106 29 (27.4) NR (7.0, NE) 55 16 (29.1) 6.4 (3.6, NE) 0.795 (0.431, 1.466) 0.4689 

   Interaction        0.8969 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 43 (23.9) NR (NE, NE) 88 19 (21.6) NR (5.2, NE) 0.933 (0.542, 1.605) 0.8006 

   Third 34 7 (20.6) NR (12.1, NE) 15 5 (33.3) 2.7 (0.7, NE) 0.267 (0.078, 0.909) 0.0271 

   Interaction        0.0964 

 

Disease Stage         

   Locally advanced 32 5 (15.6) NR (NE, NE) 8 3 (37.5) 4.9 (3.6, NE) 0.388 (0.091, 1.646) 0.1789 

   Metastatic 182 45 (24.7) NR (NE, NE) 95 21 (22.1) NR (5.2, NE) 0.877 (0.520, 1.477) 0.6312 

   Interaction        0.3505 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (0.7, NE) 9 1 (11.1) NR (1.4, NE) 1.817 (0.187, 17.650) 0.6013 

   No 201 47 (23.4) NR (NE, NE) 94 23 (24.5) 8.0 (4.9, NE) 0.748 (0.452, 1.238) 0.2617 

   Interaction        0.4052 

 

Liver metastases at baseline         

   Yes 27 4 (14.8) NR (2.3, NE) 16 3 (18.8) NR (1.5, NE) 0.902 (0.200, 4.069) 0.8929 

   No 187 46 (24.6) NR (NE, NE) 87 21 (24.1) 8.0 (4.9, NE) 0.794 (0.472, 1.336) 0.3905 

   Interaction        0.9775 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 19 (13.3) NR (NE, NE) 66 7 (10.6) NR (6.4, NE) 0.995 (0.417, 2.370) 0.9959 

   Age >= 65 Years 71 6 (8.5) NR (NE, NE) 37 4 (10.8) 8.3 (5.6, NE) 0.301 (0.080, 1.133) 0.0620 

   Interaction        0.4003 

 

Sex         

   Male 166 19 (11.4) NR (NE, NE) 76 6 (7.9) NR (6.4, NE) 0.971 (0.384, 2.459) 0.9603 

   Female 48 6 (12.5) NR (NE, NE) 27 5 (18.5) NR (5.6, NE) 0.529 (0.160, 1.742) 0.2869 

   Interaction        0.4492 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 17 (10.1) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 1.079 (0.422, 2.754) 0.8661 

   White 38 6 (15.8) NR (NE, NE) 13 3 (23.1) 8.3 (2.8, NE) 0.455 (0.111, 1.859) 0.2573 

   Other 8 2 (25.0) NR (0.7, NE) 2 2 (100.0) 3.2 (0.8, NE) 0.131 (0.012, 1.442) 0.0497 

   Interaction        0.2420 

 

Region         

   China 167 17 (10.2) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 1.079 (0.422, 2.754) 0.8661 

   Europe 32 5 (15.6) NR (5.8, NE) 13 3 (23.1) 8.3 (2.8, NE) 0.468 (0.109, 2.011) 0.2908 

   Other 15 3 (20.0) NR (3.6, NE) 2 2 (100.0) 3.2 (0.8, NE) 0.141 (0.020, 1.001) 0.0221 

   Interaction        0.1467 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 6 (12.0) NR (NE, NE) 19 2 (10.5) NR (5.6, NE) 0.675 (0.135, 3.371) 0.6327 

   1 164 19 (11.6) NR (NE, NE) 84 9 (10.7) NR (6.4, NE) 0.779 (0.349, 1.740) 0.5474 

   Interaction        0.9370 

 

Smoking Status         

   Current or Former 154 18 (11.7) NR (NE, NE) 66 7 (10.6) NR (6.4, NE) 0.721 (0.297, 1.753) 0.4760 

   Never 60 7 (11.7) NR (NE, NE) 37 4 (10.8) NR (5.6, NE) 0.899 (0.262, 3.079) 0.8658 

   Interaction        0.7661 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 12 (9.6) NR (NE, NE) 62 6 (9.7) NR (8.3, NE) 0.767 (0.287, 2.051) 0.5972 

   Squamous 89 13 (14.6) NR (NE, NE) 41 5 (12.2) 6.4 (6.4, NE) 0.672 (0.229, 1.967) 0.4677 

   Interaction        0.8918 

 

EGFR mutation at baseline         

   Wild type 143 13 (9.1) NR (NE, NE) 73 8 (11.0) NR (8.3, NE) 0.622 (0.256, 1.511) 0.2922 

   Unknown 71 12 (16.9) NR (11.4, NE) 30 3 (10.0) 6.4 (2.9, NE) 0.917 (0.250, 3.369) 0.8970 

   Interaction        0.4837 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 10 (9.3) NR (NE, NE) 48 4 (8.3) NR (NE, NE) 0.703 (0.213, 2.321) 0.5668 

   Unknown 106 15 (14.2) NR (NE, NE) 55 7 (12.7) NR (6.4, NE) 0.912 (0.371, 2.240) 0.8392 

   Interaction        0.6158 

 

Line of therapy         

   Second 180 20 (11.1) NR (NE, NE) 88 10 (11.4) NR (6.4, NE) 0.720 (0.335, 1.547) 0.4018 

   Third 34 5 (14.7) NR (11.4, NE) 15 1 (6.7) 8.3 (NE, NE) 0.862 (0.091, 8.130) 0.8967 

   Interaction        0.5933 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 3 (9.4) NR (NE, NE) 8 2 (25.0) 6.4 (1.4, NE) 0.227 (0.036, 1.442) 0.0879 

   Metastatic 182 22 (12.1) NR (NE, NE) 95 9 (9.5) NR (8.3, NE) 0.920 (0.421, 2.009) 0.8390 

   Interaction        0.2080 

 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (2.8, NE) 9 1 (11.1) NR (0.7, NE) 0.461 (0.028, 7.636) 0.5797 

   No 201 24 (11.9) NR (NE, NE) 94 10 (10.6) NR (8.3, NE) 0.780 (0.370, 1.646) 0.5160 

   Interaction        0.8226 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  27AUG2024 04:42  t-14-02-02-04-11-03-s-eff-tteqs-subgrp-c30-ia.rtf 

623



Protocol BGB-A317-303 Page 28 of 107 
 

Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 67878666.689 (0.000, 

NE) 

0.3613 

   No 187 24 (12.8) NR (NE, NE) 87 11 (12.6) NR (8.3, NE) 0.688 (0.335, 1.414) 0.3098 

   Interaction        0.9893 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 33 (23.1) NR (12.8, NE) 66 13 (19.7) NR (NE, NE) 0.963 (0.507, 1.832) 0.9274 

   Age >= 65 Years 71 15 (21.1) NR (13.4, NE) 37 7 (18.9) 6.9 (2.9, NE) 0.585 (0.225, 1.517) 0.2641 

   Interaction        0.6599 

 

Sex         

   Male 166 36 (21.7) NR (NE, NE) 76 13 (17.1) NR (NE, NE) 0.909 (0.478, 1.726) 0.7736 

   Female 48 12 (25.0) NR (6.2, NE) 27 7 (25.9) NR (4.1, NE) 0.809 (0.318, 2.062) 0.6663 

   Interaction        0.8622 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 40 (23.8) NR (NE, NE) 88 15 (17.0) NR (NE, NE) 1.107 (0.609, 2.011) 0.7301 

   White 38 5 (13.2) NR (10.5, NE) 13 5 (38.5) 6.9 (0.7, NE) 0.175 (0.046, 0.664) 0.0040 

   Other 8 3 (37.5) 9.2 (0.8, NE) 2 0 (0.0) NR (NE, NE) 39741381.919 (0.000, 

NE) 

0.3193 

   Interaction        0.0994 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 40 (24.0) NR (NE, NE) 88 15 (17.0) NR (NE, NE) 1.107 (0.609, 2.011) 0.7301 

   Europe 32 5 (15.6) NR (10.5, NE) 13 5 (38.5) 6.9 (0.7, NE) 0.217 (0.057, 0.822) 0.0139 

   Other 15 3 (20.0) NR (3.5, NE) 2 0 (0.0) NR (NE, NE) 12436774.267 (0.000, 

NE) 

0.4451 

   Interaction        0.1787 

 

ECOG performance-status score         

   0 50 11 (22.0) NR (10.5, NE) 19 1 (5.3) NR (NE, NE) 2.693 (0.347, 20.891) 0.3240 

   1 164 37 (22.6) NR (13.4, NE) 84 19 (22.6) NR (6.9, NE) 0.765 (0.436, 1.341) 0.3545 

   Interaction        0.2101 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 36 (23.4) NR (13.4, NE) 66 16 (24.2) NR (2.9, NE) 0.631 (0.346, 1.150) 0.1336 

   Never 60 12 (20.0) NR (10.5, NE) 37 4 (10.8) NR (6.9, NE) 1.661 (0.534, 5.163) 0.3724 

   Interaction        0.1324 

 

Histology         

   Non-squamous 125 25 (20.0) NR (NE, NE) 62 12 (19.4) NR (6.9, NE) 0.866 (0.434, 1.728) 0.6922 

   Squamous 89 23 (25.8) NR (6.2, NE) 41 8 (19.5) NR (2.9, NE) 0.796 (0.348, 1.821) 0.5870 

   Interaction        0.9664 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 31 (21.7) NR (NE, NE) 73 15 (20.5) NR (6.9, NE) 0.825 (0.444, 1.536) 0.5529 

   Unknown 71 17 (23.9) NR (5.7, NE) 30 5 (16.7) NR (2.9, NE) 0.945 (0.343, 2.601) 0.9169 

   Interaction        0.7821 

 

ALK rearrangement at baseline         

   Wild type 108 22 (20.4) NR (NE, NE) 48 10 (20.8) NR (NE, NE) 0.753 (0.353, 1.605) 0.4691 

   Unknown 106 26 (24.5) 13.4 (9.2, NE) 55 10 (18.2) NR (6.9, NE) 1.089 (0.524, 2.262) 0.8132 

   Interaction        0.3212 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 41 (22.8) NR (NE, NE) 88 16 (18.2) NR (NE, NE) 0.995 (0.556, 1.780) 0.9960 

   Third 34 7 (20.6) NR (4.8, NE) 15 4 (26.7) 6.9 (0.7, NE) 0.349 (0.095, 1.279) 0.1004 

   Interaction        0.2697 

 

Disease Stage         

   Locally advanced 32 7 (21.9) NR (12.8, NE) 8 3 (37.5) 4.1 (0.7, NE) 0.517 (0.129, 2.072) 0.3324 

   Metastatic 182 41 (22.5) NR (13.4, NE) 95 17 (17.9) NR (NE, NE) 0.931 (0.527, 1.646) 0.8172 

   Interaction        0.4144 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (0.7, NE) 9 2 (22.2) NR (0.7, NE) 0.932 (0.154, 5.643) 0.9287 

   No 201 45 (22.4) NR (NE, NE) 94 18 (19.1) NR (6.9, NE) 0.865 (0.498, 1.503) 0.6175 

   Interaction        0.9053 

 

Liver metastases at baseline         

   Yes 27 2 (7.4) NR (2.3, NE) 16 3 (18.8) NR (1.4, NE) 0.390 (0.065, 2.338) 0.2844 

   No 187 46 (24.6) NR (13.4, NE) 87 17 (19.5) NR (6.9, NE) 0.932 (0.532, 1.633) 0.8201 

   Interaction        0.3209 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 40 (28.0) NR (6.3, NE) 66 14 (21.2) NR (NE, NE) 1.008 (0.546, 1.858) 0.9534 

   Age >= 65 Years 71 19 (26.8) NR (6.9, NE) 37 7 (18.9) 5.6 (3.5, NE) 0.982 (0.405, 2.386) 0.9693 

   Interaction        0.8849 

 

Sex         

   Male 166 47 (28.3) NR (7.0, NE) 76 14 (18.4) NR (NE, NE) 1.114 (0.610, 2.034) 0.6979 

   Female 48 12 (25.0) NR (5.6, NE) 27 7 (25.9) 5.6 (4.1, NE) 0.742 (0.289, 1.903) 0.5409 

   Interaction        0.5055 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 44 (26.2) NR (9.7, NE) 88 15 (17.0) NR (NE, NE) 1.170 (0.649, 2.112) 0.5733 

   White 38 11 (28.9) NR (5.6, NE) 13 5 (38.5) 5.6 (0.9, NE) 0.510 (0.173, 1.503) 0.2126 

   Other 8 4 (50.0) 2.8 (0.7, NE) 2 1 (50.0) 4.9 (NE, NE) 1.470 (0.162, 13.344) 0.7301 

   Interaction        0.5876 

 

Region         

   China 167 44 (26.3) NR (9.7, NE) 88 15 (17.0) NR (NE, NE) 1.170 (0.649, 2.112) 0.5733 

   Europe 32 11 (34.4) 7.2 (4.2, NE) 13 5 (38.5) 5.6 (0.9, NE) 0.655 (0.223, 1.921) 0.4354 

   Other 15 4 (26.7) NR (0.8, NE) 2 1 (50.0) 4.9 (NE, NE) 0.678 (0.076, 6.096) 0.7274 

   Interaction        0.7144 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 14 (28.0) NR (2.8, NE) 19 7 (36.8) 4.9 (0.7, NE) 0.426 (0.170, 1.069) 0.0647 

   1 164 45 (27.4) NR (7.0, NE) 84 14 (16.7) NR (5.6, NE) 1.282 (0.700, 2.350) 0.4066 

   Interaction        0.0344 

 

Smoking Status         

   Current or Former 154 47 (30.5) NR (6.3, NE) 66 12 (18.2) NR (NE, NE) 1.211 (0.639, 2.296) 0.5407 

   Never 60 12 (20.0) NR (NE, NE) 37 9 (24.3) 5.6 (4.1, NE) 0.655 (0.275, 1.560) 0.3363 

   Interaction        0.2305 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 34 (27.2) NR (6.3, NE) 62 13 (21.0) NR (4.9, NE) 1.071 (0.564, 2.036) 0.8193 

   Squamous 89 25 (28.1) NR (6.9, NE) 41 8 (19.5) NR (3.5, NE) 0.854 (0.377, 1.935) 0.7148 

   Interaction        0.8266 

 

EGFR mutation at baseline         

   Wild type 143 41 (28.7) NR (6.3, NE) 73 17 (23.3) NR (4.9, NE) 0.984 (0.557, 1.739) 0.9772 

   Unknown 71 18 (25.4) NR (7.0, NE) 30 4 (13.3) NR (3.5, NE) 1.073 (0.354, 3.257) 0.8947 

   Interaction        0.6416 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 34 (31.5) NR (5.6, NE) 48 6 (12.5) NR (NE, NE) 1.975 (0.825, 4.729) 0.1126 

   Unknown 106 25 (23.6) NR (7.0, NE) 55 15 (27.3) NR (4.1, NE) 0.624 (0.327, 1.192) 0.1523 

   Interaction        0.0625 

 

Line of therapy         

   Second 180 51 (28.3) NR (7.2, NE) 88 20 (22.7) NR (4.9, NE) 0.991 (0.589, 1.667) 0.9950 

   Third 34 8 (23.5) NR (6.9, NE) 15 1 (6.7) 5.6 (NE, NE) 1.038 (0.118, 9.108) 0.9731 

   Interaction        0.4507 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 8 (25.0) NR (6.9, NE) 8 3 (37.5) NR (0.7, NE) 0.639 (0.165, 2.473) 0.5021 

   Metastatic 182 51 (28.0) NR (7.0, NE) 95 18 (18.9) NR (4.9, NE) 1.072 (0.623, 1.843) 0.7816 

   Interaction        0.3795 

 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (0.7, NE) 9 2 (22.2) NR (0.7, NE) 0.693 (0.098, 4.928) 0.7154 

   No 201 57 (28.4) NR (7.2, NE) 94 19 (20.2) NR (4.9, NE) 1.051 (0.622, 1.774) 0.8421 

   Interaction        0.4068 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 3 (11.1) NR (3.4, NE) 16 3 (18.8) NR (0.7, NE) 0.597 (0.120, 2.971) 0.5245 

   No 187 56 (29.9) NR (7.2, NE) 87 18 (20.7) NR (4.9, NE) 1.052 (0.615, 1.798) 0.8356 

   Interaction        0.4396 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 37 (25.9) NR (NE, NE) 66 16 (24.2) 19.4 (4.3, NE) 0.874 (0.484, 1.575) 0.6520 

   Age >= 65 Years 71 21 (29.6) NR (4.1, NE) 37 10 (27.0) 6.9 (2.4, NE) 0.904 (0.423, 1.934) 0.7941 

   Interaction        0.8627 

 

Sex         

   Male 166 43 (25.9) NR (NE, NE) 76 19 (25.0) 19.4 (3.6, NE) 0.828 (0.480, 1.427) 0.4931 

   Female 48 15 (31.3) NR (2.8, NE) 27 7 (25.9) 8.0 (4.9, NE) 1.135 (0.463, 2.786) 0.7836 

   Interaction        0.5470 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 41 (24.4) NR (NE, NE) 88 23 (26.1) 19.4 (3.6, NE) 0.764 (0.457, 1.277) 0.3021 

   White 38 13 (34.2) NR (2.8, NE) 13 2 (15.4) NR (6.9, NE) 2.122 (0.478, 9.423) 0.3115 

   Other 8 4 (50.0) 4.9 (0.8, NE) 2 1 (50.0) 4.9 (NE, NE) 1.114 (0.124, 10.030) 0.8444 

   Interaction        0.3700 

 

Region         

   China 167 41 (24.6) NR (NE, NE) 88 23 (26.1) 19.4 (3.6, NE) 0.764 (0.457, 1.277) 0.3021 

   Europe 32 12 (37.5) 5.6 (1.7, NE) 13 2 (15.4) NR (6.9, NE) 2.527 (0.565, 11.314) 0.2086 

   Other 15 5 (33.3) NR (1.4, NE) 2 1 (50.0) 4.9 (NE, NE) 0.778 (0.090, 6.719) 0.8753 

   Interaction        0.2915 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 13 (26.0) NR (NE, NE) 19 3 (15.8) NR (2.1, NE) 1.175 (0.333, 4.146) 0.7924 

   1 164 45 (27.4) NR (NE, NE) 84 23 (27.4) 8.0 (4.3, NE) 0.868 (0.524, 1.438) 0.5773 

   Interaction        0.6478 

 

Smoking Status         

   Current or Former 154 43 (27.9) NR (NE, NE) 66 16 (24.2) 19.4 (3.6, NE) 0.955 (0.536, 1.701) 0.8778 

   Never 60 15 (25.0) NR (4.9, NE) 37 10 (27.0) 6.9 (4.3, NE) 0.766 (0.343, 1.711) 0.5156 

   Interaction        0.7349 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 32 (25.6) NR (NE, NE) 62 17 (27.4) 8.0 (4.3, NE) 0.824 (0.456, 1.487) 0.5087 

   Squamous 89 26 (29.2) NR (4.9, NE) 41 9 (22.0) NR (2.4, NE) 0.974 (0.453, 2.095) 0.9539 

   Interaction        0.6579 

 

EGFR mutation at baseline         

   Wild type 143 38 (26.6) NR (NE, NE) 73 19 (26.0) 8.0 (4.3, NE) 0.887 (0.510, 1.543) 0.6651 

   Unknown 71 20 (28.2) NR (4.9, NE) 30 7 (23.3) NR (2.4, NE) 0.875 (0.367, 2.084) 0.7617 

   Interaction        0.9534 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 25 (23.1) NR (NE, NE) 48 11 (22.9) NR (2.8, NE) 0.829 (0.405, 1.698) 0.6103 

   Unknown 106 33 (31.1) NR (4.9, NE) 55 15 (27.3) 8.0 (4.3, NE) 1.083 (0.586, 2.002) 0.8003 

   Interaction        0.4327 

 

Line of therapy         

   Second 180 48 (26.7) NR (NE, NE) 88 21 (23.9) 19.4 (4.9, NE) 0.956 (0.571, 1.600) 0.8596 

   Third 34 10 (29.4) NR (4.1, NE) 15 5 (33.3) 3.6 (0.8, NE) 0.539 (0.180, 1.615) 0.2622 

   Interaction        0.4718 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 7 (21.9) NR (5.6, NE) 8 2 (25.0) NR (0.7, NE) 0.804 (0.165, 3.914) 0.7868 

   Metastatic 182 51 (28.0) NR (NE, NE) 95 24 (25.3) 8.0 (4.3, NE) 0.922 (0.566, 1.501) 0.7430 

   Interaction        0.8039 

 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (2.1, NE) 9 2 (22.2) NR (0.8, NE) 0.541 (0.075, 3.916) 0.5367 

   No 201 56 (27.9) NR (NE, NE) 94 24 (25.5) 8.0 (4.3, NE) 0.905 (0.560, 1.465) 0.6802 

   Interaction        0.6345 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 5 (18.5) NR (1.4, NE) 16 3 (18.8) NR (2.1, NE) 1.478 (0.351, 6.233) 0.5921 

   No 187 53 (28.3) NR (NE, NE) 87 23 (26.4) 19.4 (4.3, NE) 0.857 (0.524, 1.402) 0.5376 

   Interaction        0.6529 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 20 (14.0) NR (NE, NE) 66 7 (10.6) NR (NE, NE) 0.977 (0.411, 2.320) 0.9601 

   Age >= 65 Years 71 10 (14.1) NR (21.1, NE) 37 3 (8.1) NR (6.9, NE) 0.957 (0.255, 3.593) 0.9492 

   Interaction        0.8389 

 

Sex         

   Male 166 19 (11.4) NR (NE, NE) 76 4 (5.3) NR (NE, NE) 1.491 (0.503, 4.421) 0.4683 

   Female 48 11 (22.9) NR (7.6, NE) 27 6 (22.2) NR (5.5, NE) 0.808 (0.298, 2.193) 0.6761 

   Interaction        0.4803 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 23 (13.7) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 1.445 (0.585, 3.570) 0.4217 

   White 38 6 (15.8) NR (7.6, NE) 13 3 (23.1) 6.9 (5.5, NE) 0.411 (0.100, 1.695) 0.2050 

   Other 8 1 (12.5) NR (3.5, NE) 2 1 (50.0) NR (0.8, NE) 0.250 (0.016, 3.997) 0.2888 

   Interaction        0.3306 

 

Region         

   China 167 23 (13.8) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 1.445 (0.585, 3.570) 0.4217 

   Europe 32 3 (9.4) NR (NE, NE) 13 3 (23.1) 6.9 (5.5, NE) 0.229 (0.044, 1.208) 0.0608 

   Other 15 4 (26.7) NR (3.5, NE) 2 1 (50.0) NR (0.8, NE) 0.554 (0.061, 5.045) 0.5949 

   Interaction        0.2745 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 10 (20.0) 21.1 (9.8, NE) 19 1 (5.3) NR (NE, NE) 2.235 (0.282, 17.717) 0.4316 

   1 164 20 (12.2) NR (NE, NE) 84 9 (10.7) NR (6.9, NE) 0.809 (0.365, 1.794) 0.6032 

   Interaction        0.3343 

 

Smoking Status         

   Current or Former 154 18 (11.7) NR (21.1, NE) 66 5 (7.6) NR (NE, NE) 0.991 (0.363, 2.707) 0.9863 

   Never 60 12 (20.0) NR (11.7, NE) 37 5 (13.5) NR (5.5, NE) 1.225 (0.430, 3.487) 0.7026 

   Interaction        0.7402 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 19 (15.2) NR (NE, NE) 62 7 (11.3) NR (6.9, NE) 1.025 (0.429, 2.450) 0.9537 

   Squamous 89 11 (12.4) NR (21.1, NE) 41 3 (7.3) NR (NE, NE) 1.032 (0.281, 3.787) 0.9614 

   Interaction        0.9507 

 

EGFR mutation at baseline         

   Wild type 143 22 (15.4) NR (21.1, NE) 73 9 (12.3) NR (6.9, NE) 0.874 (0.399, 1.912) 0.7350 

   Unknown 71 8 (11.3) NR (NE, NE) 30 1 (3.3) NR (NE, NE) 2.386 (0.297, 19.195) 0.3990 

   Interaction        0.4692 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 16 (14.8) NR (NE, NE) 48 5 (10.4) NR (NE, NE) 0.921 (0.330, 2.567) 0.8689 

   Unknown 106 14 (13.2) NR (21.1, NE) 55 5 (9.1) NR (6.9, NE) 1.104 (0.396, 3.075) 0.8491 

   Interaction        0.6429 

 

Line of therapy         

   Second 180 23 (12.8) NR (21.1, NE) 88 8 (9.1) NR (NE, NE) 0.977 (0.433, 2.202) 0.9570 

   Third 34 7 (20.6) NR (4.1, NE) 15 2 (13.3) 6.9 (NE, NE) 0.961 (0.197, 4.698) 0.9616 

   Interaction        0.8990 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 4 (12.5) NR (NE, NE) 8 2 (25.0) 5.5 (2.1, NE) 0.406 (0.074, 2.229) 0.2838 

   Metastatic 182 26 (14.3) NR (21.1, NE) 95 8 (8.4) NR (NE, NE) 1.182 (0.531, 2.634) 0.6822 

   Interaction        0.2628 

 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 9 1 (11.1) NR (0.7, NE) 0.667 (0.042, 10.679) 0.7735 

   No 201 29 (14.4) NR (21.1, NE) 94 9 (9.6) NR (NE, NE) 1.022 (0.480, 2.177) 0.9551 

   Interaction        0.5937 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 18275214.393 (0.000, 

NE) 

0.4602 

   No 187 29 (15.5) NR (21.1, NE) 87 10 (11.5) NR (NE, NE) 0.891 (0.431, 1.841) 0.7560 

   Interaction        0.9892 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 38 (26.6) NR (NE, NE) 66 10 (15.2) NR (4.4, NE) 1.470 (0.732, 2.954) 0.2768 

   Age >= 65 Years 71 22 (31.0) 16.9 (4.3, NE) 37 4 (10.8) NR (6.9, NE) 2.265 (0.774, 6.630) 0.1263 

   Interaction        0.4229 

 

Sex         

   Male 166 46 (27.7) NR (16.9, NE) 76 10 (13.2) NR (NE, NE) 1.713 (0.862, 3.405) 0.1196 

   Female 48 14 (29.2) NR (4.3, NE) 27 4 (14.8) NR (3.4, NE) 1.755 (0.577, 5.342) 0.3144 

   Interaction        0.9205 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 44 (26.2) NR (16.9, NE) 88 12 (13.6) NR (NE, NE) 1.529 (0.806, 2.903) 0.1911 

   White 38 12 (31.6) 7.7 (4.3, NE) 13 2 (15.4) NR (3.4, NE) 1.944 (0.434, 8.710) 0.3796 

   Other 8 4 (50.0) NR (0.7, NE) 2 0 (0.0) NR (NE, NE) 38073667.010 (0.000, 

NE) 

0.2551 

   Interaction        0.9161 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 44 (26.3) NR (16.9, NE) 88 12 (13.6) NR (NE, NE) 1.529 (0.806, 2.903) 0.1911 

   Europe 32 10 (31.3) 7.7 (4.3, NE) 13 2 (15.4) NR (3.4, NE) 1.917 (0.418, 8.791) 0.3992 

   Other 15 6 (40.0) NR (0.8, NE) 2 0 (0.0) NR (NE, NE) 11432541.350 (0.000, 

NE) 

0.3123 

   Interaction        0.9133 

 

ECOG performance-status score         

   0 50 16 (32.0) NR (3.4, NE) 19 1 (5.3) NR (NE, NE) 4.187 (0.554, 31.639) 0.1303 

   1 164 44 (26.8) NR (16.9, NE) 84 13 (15.5) NR (6.9, NE) 1.490 (0.800, 2.775) 0.2072 

   Interaction        0.3218 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  27AUG2024 04:42  t-14-02-02-04-11-03-s-eff-tteqs-subgrp-c30-ia.rtf 

655



Protocol BGB-A317-303 Page 60 of 107 
 

Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 49 (31.8) NR (6.4, NE) 66 8 (12.1) NR (NE, NE) 2.203 (1.041, 4.663) 0.0341 

   Never 60 11 (18.3) NR (NE, NE) 37 6 (16.2) NR (6.9, NE) 0.919 (0.339, 2.492) 0.8690 

   Interaction        0.1817 

 

Histology         

   Non-squamous 125 34 (27.2) NR (7.7, NE) 62 9 (14.5) NR (NE, NE) 1.669 (0.800, 3.483) 0.1666 

   Squamous 89 26 (29.2) 16.9 (5.6, NE) 41 5 (12.2) NR (4.4, NE) 1.688 (0.641, 4.447) 0.2871 

   Interaction        0.8825 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 39 (27.3) NR (NE, NE) 73 10 (13.7) NR (NE, NE) 1.743 (0.869, 3.499) 0.1130 

   Unknown 71 21 (29.6) 16.9 (4.9, NE) 30 4 (13.3) NR (4.4, NE) 1.510 (0.513, 4.446) 0.4565 

   Interaction        0.9332 

 

ALK rearrangement at baseline         

   Wild type 108 28 (25.9) NR (NE, NE) 48 6 (12.5) NR (NE, NE) 1.669 (0.686, 4.063) 0.2542 

   Unknown 106 32 (30.2) 16.9 (4.9, NE) 55 8 (14.5) NR (6.9, NE) 1.899 (0.875, 4.123) 0.0996 

   Interaction        0.7133 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 51 (28.3) NR (7.7, NE) 88 12 (13.6) NR (NE, NE) 1.792 (0.954, 3.367) 0.0664 

   Third 34 9 (26.5) NR (2.9, NE) 15 2 (13.3) 6.9 (1.4, NE) 1.236 (0.258, 5.918) 0.7904 

   Interaction        0.7758 

 

Disease Stage         

   Locally advanced 32 8 (25.0) NR (2.8, NE) 8 2 (25.0) 4.4 (3.4, NE) 1.076 (0.228, 5.085) 0.9260 

   Metastatic 182 52 (28.6) NR (7.7, NE) 95 12 (12.6) NR (NE, NE) 1.857 (0.989, 3.486) 0.0504 

   Interaction        0.4602 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (1.4, NE) 9 1 (11.1) NR (1.4, NE) 1.895 (0.197, 18.226) 0.5733 

   No 201 57 (28.4) NR (16.9, NE) 94 13 (13.8) NR (6.9, NE) 1.695 (0.926, 3.103) 0.0846 

   Interaction        0.9099 

 

Liver metastases at baseline         

   Yes 27 7 (25.9) 6.4 (1.4, NE) 16 2 (12.5) NR (1.6, NE) 2.357 (0.469, 11.836) 0.2819 

   No 187 53 (28.3) NR (16.9, NE) 87 12 (13.8) NR (6.9, NE) 1.648 (0.879, 3.089) 0.1161 

   Interaction        0.6535 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 23 (16.1) NR (NE, NE) 66 13 (19.7) NR (4.3, NE) 0.591 (0.298, 1.174) 0.1311 

   Age >= 65 Years 71 12 (16.9) NR (NE, NE) 37 5 (13.5) NR (6.9, NE) 0.798 (0.273, 2.331) 0.6829 

   Interaction        0.5418 

 

Sex         

   Male 166 28 (16.9) NR (NE, NE) 76 13 (17.1) 8.9 (4.3, NE) 0.638 (0.326, 1.251) 0.1922 

   Female 48 7 (14.6) NR (NE, NE) 27 5 (18.5) NR (5.6, NE) 0.664 (0.210, 2.100) 0.4815 

   Interaction        0.9460 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 27 (16.1) NR (NE, NE) 88 14 (15.9) NR (5.6, NE) 0.715 (0.371, 1.375) 0.3169 

   White 38 8 (21.1) NR (7.7, NE) 13 3 (23.1) NR (0.7, NE) 0.650 (0.167, 2.536) 0.5318 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.8, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.9997 

 

Region         

   China 167 27 (16.2) NR (NE, NE) 88 14 (15.9) NR (5.6, NE) 0.715 (0.371, 1.375) 0.3169 

   Europe 32 7 (21.9) NR (4.9, NE) 13 3 (23.1) NR (0.7, NE) 0.772 (0.198, 3.015) 0.7086 

   Other 15 1 (6.7) NR (9.1, NE) 2 1 (50.0) NR (0.8, NE) 0.226 (0.013, 3.813) 0.2626 

   Interaction        0.5189 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  27AUG2024 04:42  t-14-02-02-04-11-03-s-eff-tteqs-subgrp-c30-ia.rtf 

661



Protocol BGB-A317-303 Page 66 of 107 
 

Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 11 (22.0) NR (NE, NE) 19 2 (10.5) NR (2.8, NE) 1.488 (0.328, 6.745) 0.6093 

   1 164 24 (14.6) NR (NE, NE) 84 16 (19.0) 8.9 (5.6, NE) 0.510 (0.266, 0.977) 0.0405 

   Interaction        0.2291 

 

Smoking Status         

   Current or Former 154 27 (17.5) NR (NE, NE) 66 10 (15.2) 8.9 (8.9, NE) 0.813 (0.389, 1.701) 0.5925 

   Never 60 8 (13.3) NR (NE, NE) 37 8 (21.6) 6.9 (4.3, NE) 0.456 (0.170, 1.223) 0.1095 

   Interaction        0.4142 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 16 (12.8) NR (NE, NE) 62 12 (19.4) 8.9 (5.6, NE) 0.504 (0.237, 1.072) 0.0704 

   Squamous 89 19 (21.3) NR (NE, NE) 41 6 (14.6) NR (NE, NE) 0.928 (0.364, 2.368) 0.8887 

   Interaction        0.3130 

 

EGFR mutation at baseline         

   Wild type 143 18 (12.6) NR (NE, NE) 73 14 (19.2) 8.9 (5.6, NE) 0.486 (0.239, 0.986) 0.0415 

   Unknown 71 17 (23.9) NR (5.7, NE) 30 4 (13.3) NR (NE, NE) 1.178 (0.392, 3.538) 0.7610 

   Interaction        0.1553 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 14 (13.0) NR (NE, NE) 48 5 (10.4) NR (NE, NE) 1.011 (0.362, 2.820) 0.9811 

   Unknown 106 21 (19.8) NR (9.1, NE) 55 13 (23.6) 8.9 (5.6, NE) 0.614 (0.306, 1.234) 0.1716 

   Interaction        0.6896 

 

Line of therapy         

   Second 180 29 (16.1) NR (NE, NE) 88 14 (15.9) NR (5.6, NE) 0.748 (0.392, 1.427) 0.3746 

   Third 34 6 (17.6) NR (4.9, NE) 15 4 (26.7) 6.9 (0.7, NE) 0.356 (0.098, 1.290) 0.1107 

   Interaction        0.3044 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 5 (15.6) NR (NE, NE) 8 1 (12.5) NR (0.7, NE) 1.117 (0.130, 9.618) 0.9200 

   Metastatic 182 30 (16.5) NR (NE, NE) 95 17 (17.9) NR (5.6, NE) 0.639 (0.349, 1.168) 0.1448 

   Interaction        0.7216 

 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (1.4, NE) 9 2 (22.2) NR (0.7, NE) 0.543 (0.076, 3.872) 0.5361 

   No 201 33 (16.4) NR (NE, NE) 94 16 (17.0) NR (6.9, NE) 0.687 (0.375, 1.257) 0.2232 

   Interaction        0.6002 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 3 (11.1) NR (2.3, NE) 16 2 (12.5) NR (2.8, NE) 1.005 (0.167, 6.047) 0.9955 

   No 187 32 (17.1) NR (NE, NE) 87 16 (18.4) NR (6.9, NE) 0.643 (0.350, 1.181) 0.1550 

   Interaction        0.6999 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 31 (21.7) NR (15.9, NE) 66 9 (13.6) NR (5.6, NE) 1.269 (0.602, 2.676) 0.5279 

   Age >= 65 Years 71 13 (18.3) NR (8.4, NE) 37 5 (13.5) NR (6.9, NE) 0.857 (0.299, 2.458) 0.7723 

   Interaction        0.6351 

 

Sex         

   Male 166 32 (19.3) NR (NE, NE) 76 10 (13.2) NR (NE, NE) 1.088 (0.531, 2.228) 0.8156 

   Female 48 12 (25.0) NR (6.2, NE) 27 4 (14.8) NR (4.9, NE) 1.557 (0.501, 4.838) 0.4446 

   Interaction        0.5020 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 28 (16.7) NR (NE, NE) 88 11 (12.5) NR (5.6, NE) 0.988 (0.489, 1.997) 0.9733 

   White 38 14 (36.8) 7.7 (4.2, NE) 13 3 (23.1) 6.9 (4.9, NE) 1.398 (0.397, 4.920) 0.5961 

   Other 8 2 (25.0) NR (0.7, NE) 2 0 (0.0) NR (NE, NE) 35482460.539 (0.000, 

NE) 

0.4533 

   Interaction        0.8123 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 28 (16.8) NR (NE, NE) 88 11 (12.5) NR (5.6, NE) 0.988 (0.489, 1.997) 0.9733 

   Europe 32 12 (37.5) 7.7 (5.8, NE) 13 3 (23.1) 6.9 (4.9, NE) 1.417 (0.394, 5.096) 0.5881 

   Other 15 4 (26.7) NR (3.6, NE) 2 0 (0.0) NR (NE, NE) 10984847.120 (0.000, 

NE) 

0.4490 

   Interaction        0.7729 

 

ECOG performance-status score         

   0 50 11 (22.0) NR (15.9, NE) 19 4 (21.1) NR (0.8, NE) 0.665 (0.208, 2.127) 0.5106 

   1 164 33 (20.1) NR (NE, NE) 84 10 (11.9) NR (5.6, NE) 1.293 (0.633, 2.638) 0.4819 

   Interaction        0.3197 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 34 (22.1) NR (15.9, NE) 66 8 (12.1) NR (NE, NE) 1.338 (0.615, 2.911) 0.4591 

   Never 60 10 (16.7) NR (NE, NE) 37 6 (16.2) 6.9 (4.9, NE) 0.869 (0.314, 2.403) 0.7848 

   Interaction        0.5920 

 

Histology         

   Non-squamous 125 25 (20.0) NR (NE, NE) 62 8 (12.9) NR (5.6, NE) 1.312 (0.590, 2.914) 0.5045 

   Squamous 89 19 (21.3) NR (15.9, NE) 41 6 (14.6) NR (NE, NE) 0.880 (0.342, 2.262) 0.7903 

   Interaction        0.5682 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 32 (22.4) NR (NE, NE) 73 9 (12.3) NR (5.6, NE) 1.493 (0.710, 3.139) 0.2893 

   Unknown 71 12 (16.9) NR (15.9, NE) 30 5 (16.7) NR (NE, NE) 0.577 (0.198, 1.685) 0.3121 

   Interaction        0.1718 

 

ALK rearrangement at baseline         

   Wild type 108 24 (22.2) NR (NE, NE) 48 4 (8.3) NR (5.7, NE) 1.867 (0.639, 5.458) 0.2477 

   Unknown 106 20 (18.9) NR (15.9, NE) 55 10 (18.2) NR (5.6, NE) 0.892 (0.417, 1.906) 0.7690 

   Interaction        0.3212 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 36 (20.0) NR (NE, NE) 88 13 (14.8) NR (5.6, NE) 1.016 (0.536, 1.924) 0.9607 

   Third 34 8 (23.5) NR (5.7, NE) 15 1 (6.7) 6.9 (NE, NE) 2.465 (0.303, 20.087) 0.3881 

   Interaction        0.4638 

 

Disease Stage         

   Locally advanced 32 3 (9.4) NR (15.9, NE) 8 3 (37.5) NR (0.8, NE) 0.116 (0.019, 0.727) 0.0070 

   Metastatic 182 41 (22.5) NR (NE, NE) 95 11 (11.6) NR (5.7, NE) 1.522 (0.780, 2.971) 0.2161 

   Interaction        0.0183 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 9 0 (0.0) NR (NE, NE) 55002863.742 (0.000, 

NE) 

0.4250 

   No 201 43 (21.4) NR (NE, NE) 94 14 (14.9) NR (5.6, NE) 1.075 (0.585, 1.975) 0.8136 

   Interaction        0.9846 

 

Liver metastases at baseline         

   Yes 27 2 (7.4) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 1.384 (0.125, 15.308) 0.7899 

   No 187 42 (22.5) NR (NE, NE) 87 13 (14.9) NR (5.7, NE) 1.102 (0.589, 2.061) 0.7587 

   Interaction        0.9425 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 30 (21.0) NR (NE, NE) 66 7 (10.6) NR (NE, NE) 1.728 (0.758, 3.939) 0.1878 

   Age >= 65 Years 71 15 (21.1) NR (14.2, NE) 37 5 (13.5) NR (6.9, NE) 0.987 (0.348, 2.798) 0.9841 

   Interaction        0.5516 

 

Sex         

   Male 166 32 (19.3) NR (NE, NE) 76 9 (11.8) NR (NE, NE) 1.246 (0.591, 2.626) 0.5572 

   Female 48 13 (27.1) NR (5.6, NE) 27 3 (11.1) NR (6.9, NE) 2.264 (0.644, 7.951) 0.1916 

   Interaction        0.4098 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 34 (20.2) NR (NE, NE) 88 10 (11.4) NR (NE, NE) 1.473 (0.725, 2.992) 0.2790 

   White 38 8 (21.1) NR (5.6, NE) 13 2 (15.4) NR (4.1, NE) 1.061 (0.224, 5.035) 0.9404 

   Other 8 3 (37.5) 3.5 (1.4, NE) 2 0 (0.0) NR (NE, NE) 40784828.420 (0.000, 

NE) 

0.2743 

   Interaction        0.9957 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 34 (20.4) NR (NE, NE) 88 10 (11.4) NR (NE, NE) 1.473 (0.725, 2.992) 0.2790 

   Europe 32 4 (12.5) NR (NE, NE) 13 2 (15.4) NR (4.1, NE) 0.654 (0.118, 3.628) 0.6249 

   Other 15 7 (46.7) 3.5 (2.9, NE) 2 0 (0.0) NR (NE, NE) 12081538.607 (0.000, 

NE) 

0.2449 

   Interaction        0.8257 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 12 (24.0) NR (NE, NE) 19 0 (0.0) NR (NE, NE) 13684276.753 (0.000, 

NE) 

0.0569 

   1 164 33 (20.1) NR (NE, NE) 84 12 (14.3) NR (6.9, NE) 1.097 (0.563, 2.138) 0.7831 

   Interaction        0.9829 

 

Smoking Status         

   Current or Former 154 31 (20.1) NR (NE, NE) 66 8 (12.1) NR (5.1, NE) 1.207 (0.550, 2.648) 0.6336 

   Never 60 14 (23.3) NR (NE, NE) 37 4 (10.8) NR (6.9, NE) 2.019 (0.664, 6.137) 0.2090 

   Interaction        0.4859 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 25 (20.0) NR (NE, NE) 62 8 (12.9) NR (NE, NE) 1.349 (0.608, 2.995) 0.4603 

   Squamous 89 20 (22.5) NR (14.2, NE) 41 4 (9.8) NR (5.1, NE) 1.577 (0.531, 4.687) 0.4085 

   Interaction        0.6852 

 

EGFR mutation at baseline         

   Wild type 143 29 (20.3) NR (NE, NE) 73 10 (13.7) NR (6.9, NE) 1.251 (0.608, 2.573) 0.5403 

   Unknown 71 16 (22.5) NR (14.2, NE) 30 2 (6.7) NR (3.6, NE) 2.343 (0.532, 10.312) 0.2446 

   Interaction        0.4003 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 22 (20.4) NR (NE, NE) 48 7 (14.6) NR (5.1, NE) 1.148 (0.486, 2.708) 0.7514 

   Unknown 106 23 (21.7) NR (14.2, NE) 55 5 (9.1) NR (6.9, NE) 2.029 (0.770, 5.344) 0.1435 

   Interaction        0.2591 

 

Line of therapy         

   Second 180 32 (17.8) NR (NE, NE) 88 10 (11.4) NR (NE, NE) 1.285 (0.629, 2.622) 0.4866 

   Third 34 13 (38.2) 14.2 (2.9, NE) 15 2 (13.3) 6.9 (NE, NE) 1.959 (0.435, 8.818) 0.3726 

   Interaction        0.5630 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 7 (21.9) NR (5.6, NE) 8 1 (12.5) NR (4.1, NE) 1.687 (0.206, 13.836) 0.6241 

   Metastatic 182 38 (20.9) NR (NE, NE) 95 11 (11.6) NR (NE, NE) 1.440 (0.733, 2.829) 0.2857 

   Interaction        0.9000 

 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (0.7, NE) 9 1 (11.1) NR (1.4, NE) 2.121 (0.220, 20.441) 0.5054 

   No 201 42 (20.9) NR (NE, NE) 94 11 (11.7) NR (NE, NE) 1.426 (0.731, 2.779) 0.2939 

   Interaction        0.8713 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 3 (11.1) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 62046395.097 (0.000, 

NE) 

0.1384 

   No 187 42 (22.5) NR (NE, NE) 87 12 (13.8) NR (6.9, NE) 1.258 (0.660, 2.399) 0.4828 

   Interaction        0.9855 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 20 (14.0) NR (NE, NE) 66 3 (4.5) NR (NE, NE) 2.626 (0.779, 8.850) 0.1051 

   Age >= 65 Years 71 11 (15.5) NR (NE, NE) 37 3 (8.1) NR (NE, NE) 1.291 (0.352, 4.730) 0.7008 

   Interaction        0.5154 

 

Sex         

   Male 166 19 (11.4) NR (NE, NE) 76 4 (5.3) NR (NE, NE) 1.693 (0.572, 5.006) 0.3348 

   Female 48 12 (25.0) NR (6.6, NE) 27 2 (7.4) NR (NE, NE) 3.160 (0.707, 14.130) 0.1120 

   Interaction        0.4680 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 22 (13.1) NR (NE, NE) 88 4 (4.5) NR (NE, NE) 2.445 (0.841, 7.108) 0.0898 

   White 38 7 (18.4) NR (7.6, NE) 13 1 (7.7) NR (NE, NE) 1.999 (0.245, 16.306) 0.5094 

   Other 8 2 (25.0) NR (0.8, NE) 2 1 (50.0) 3.5 (NE, NE) 0.250 (0.016, 3.997) 0.2888 

   Interaction        0.4404 

 

Region         

   China 167 22 (13.2) NR (NE, NE) 88 4 (4.5) NR (NE, NE) 2.445 (0.841, 7.108) 0.0898 

   Europe 32 6 (18.8) NR (7.6, NE) 13 1 (7.7) NR (NE, NE) 2.199 (0.264, 18.315) 0.4548 

   Other 15 3 (20.0) NR (6.2, NE) 2 1 (50.0) 3.5 (NE, NE) 0.126 (0.008, 2.025) 0.0826 

   Interaction        0.3305 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 8 (16.0) NR (NE, NE) 19 1 (5.3) NR (3.5, NE) 2.138 (0.267, 17.144) 0.4662 

   1 164 23 (14.0) NR (NE, NE) 84 5 (6.0) NR (NE, NE) 1.937 (0.733, 5.117) 0.1729 

   Interaction        0.9362 

 

Smoking Status         

   Current or Former 154 19 (12.3) NR (NE, NE) 66 4 (6.1) NR (NE, NE) 1.589 (0.537, 4.704) 0.3948 

   Never 60 12 (20.0) NR (7.6, NE) 37 2 (5.4) NR (4.3, NE) 3.470 (0.776, 15.522) 0.0831 

   Interaction        0.3737 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 21 (16.8) NR (NE, NE) 62 4 (6.5) NR (NE, NE) 2.187 (0.749, 6.385) 0.1427 

   Squamous 89 10 (11.2) NR (NE, NE) 41 2 (4.9) NR (NE, NE) 1.863 (0.407, 8.527) 0.4117 

   Interaction        0.7225 

 

EGFR mutation at baseline         

   Wild type 143 24 (16.8) NR (NE, NE) 73 5 (6.8) NR (NE, NE) 2.053 (0.781, 5.399) 0.1362 

   Unknown 71 7 (9.9) NR (NE, NE) 30 1 (3.3) NR (NE, NE) 2.200 (0.270, 17.953) 0.4500 

   Interaction        0.9866 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 22 (20.4) NR (NE, NE) 48 2 (4.2) NR (NE, NE) 4.113 (0.962, 17.587) 0.0385 

   Unknown 106 9 (8.5) NR (NE, NE) 55 4 (7.3) NR (NE, NE) 0.909 (0.279, 2.961) 0.8769 

   Interaction        0.1409 

 

Line of therapy         

   Second 180 27 (15.0) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 1.777 (0.731, 4.320) 0.1975 

   Third 34 4 (11.8) NR (NE, NE) 15 0 (0.0) NR (NE, NE) 14253601.984 (0.000, 

NE) 

0.2511 

   Interaction        0.9893 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 2 (6.3) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 13116384.929 (0.000, 

NE) 

0.4609 

   Metastatic 182 29 (15.9) NR (NE, NE) 95 6 (6.3) NR (NE, NE) 1.978 (0.818, 4.783) 0.1217 

   Interaction        0.9908 

 

Brain metastases at baseline         

   Yes 13 4 (30.8) NR (0.7, NE) 9 0 (0.0) NR (NE, NE) 54596967.589 (0.000, 

NE) 

0.1140 

   No 201 27 (13.4) NR (NE, NE) 94 6 (6.4) NR (NE, NE) 1.661 (0.683, 4.039) 0.2574 

   Interaction        0.9853 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 2 (7.4) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 58417587.568 (0.000, 

NE) 

0.2444 

   No 187 29 (15.5) NR (NE, NE) 87 6 (6.9) NR (NE, NE) 1.756 (0.727, 4.243) 0.2041 

   Interaction        0.9889 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 9 (6.3) NR (NE, NE) 66 3 (4.5) NR (NE, NE) 0.959 (0.259, 3.552) 0.9515 

   Age >= 65 Years 71 3 (4.2) NR (NE, NE) 37 1 (2.7) 17.2 (NE, NE) 0.504 (0.050, 5.119) 0.5553 

   Interaction        0.9278 

 

Sex         

   Male 166 9 (5.4) NR (NE, NE) 76 3 (3.9) 17.2 (17.2, NE) 0.744 (0.198, 2.796) 0.6614 

   Female 48 3 (6.3) NR (11.7, NE) 27 1 (3.7) NR (NE, NE) 1.439 (0.150, 13.846) 0.7511 

   Interaction        0.6304 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 7 (4.2) NR (NE, NE) 88 4 (4.5) 17.2 (17.2, NE) 0.513 (0.147, 1.795) 0.2881 

   White 38 5 (13.2) NR (NE, NE) 13 0 (0.0) NR (NE, NE) 13550321.404 (0.000, 

NE) 

0.2260 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 7 (4.2) NR (NE, NE) 88 4 (4.5) 17.2 (17.2, NE) 0.513 (0.147, 1.795) 0.2881 

   Europe 32 4 (12.5) NR (6.5, NE) 13 0 (0.0) NR (NE, NE) 15029217.515 (0.000, 

NE) 

0.2200 

   Other 15 1 (6.7) NR (5.7, NE) 2 0 (0.0) NR (NE, NE) 10725374.567 (0.000, 

NE) 

0.7237 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 19 0 (0.0) NR (NE, NE) 11409136.541 (0.000, 

NE) 

0.5624 

   1 164 10 (6.1) NR (NE, NE) 84 4 (4.8) 17.2 (17.2, NE) 0.797 (0.246, 2.575) 0.7038 

   Interaction        0.9922 

 

Smoking Status         

   Current or Former 154 10 (6.5) NR (NE, NE) 66 3 (4.5) 17.2 (17.2, NE) 0.739 (0.201, 2.721) 0.6483 

   Never 60 2 (3.3) NR (11.7, NE) 37 1 (2.7) NR (NE, NE) 1.012 (0.092, 11.186) 0.9922 

   Interaction        0.8713 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 6 (4.8) -- 62 3 (4.8) -- -- -- 

   Squamous 89 6 (6.7) -- 41 1 (2.4) -- -- -- 

   Interaction        -- 

 

EGFR mutation at baseline         

   Wild type 143 8 (5.6) NR (NE, NE) 73 3 (4.1) 17.2 (17.2, NE) 0.853 (0.223, 3.260) 0.8167 

   Unknown 71 4 (5.6) NR (NE, NE) 30 1 (3.3) NR (3.6, NE) 0.822 (0.090, 7.486) 0.8617 

   Interaction        0.9087 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 8 (7.4) -- 48 1 (2.1) -- -- -- 

   Unknown 106 4 (3.8) -- 55 3 (5.5) -- -- -- 

   Interaction        -- 

 

Line of therapy         

   Second 180 10 (5.6) NR (NE, NE) 88 3 (3.4) 17.2 (17.2, NE) 0.996 (0.271, 3.659) 0.9952 

   Third 34 2 (5.9) NR (NE, NE) 15 1 (6.7) NR (1.4, NE) 0.387 (0.032, 4.616) 0.4372 

   Interaction        0.3990 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 1 (3.1) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 11376110.845 (0.000, 

NE) 

0.6831 

   Metastatic 182 11 (6.0) NR (NE, NE) 95 4 (4.2) 17.2 (17.2, NE) 0.863 (0.272, 2.740) 0.8025 

   Interaction        0.9941 

 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (2.7, NE) 9 1 (11.1) NR (1.4, NE) 0.408 (0.025, 6.622) 0.5151 

   No 201 11 (5.5) NR (NE, NE) 94 3 (3.2) 17.2 (17.2, NE) 0.990 (0.273, 3.593) 0.9875 

   Interaction        0.5279 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 0 (0.0) NR (NE, NE) 16 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   No 187 12 (6.4) NR (NE, NE) 87 4 (4.6) 17.2 (17.2, NE) 0.809 (0.259, 2.531) 0.7163 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 19 (13.3) NR (NE, NE) 66 10 (15.2) NR (NE, NE) 0.701 (0.325, 1.513) 0.3583 

   Age >= 65 Years 71 13 (18.3) NR (NE, NE) 37 3 (8.1) NR (NE, NE) 2.032 (0.576, 7.163) 0.2597 

   Interaction        0.1549 

 

Sex         

   Male 166 24 (14.5) NR (NE, NE) 76 9 (11.8) NR (NE, NE) 0.966 (0.446, 2.090) 0.9300 

   Female 48 8 (16.7) NR (NE, NE) 27 4 (14.8) NR (NE, NE) 0.989 (0.298, 3.285) 0.9860 

   Interaction        0.9893 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 26 (15.5) NR (NE, NE) 88 12 (13.6) NR (NE, NE) 0.897 (0.450, 1.787) 0.7496 

   White 38 4 (10.5) NR (NE, NE) 13 1 (7.7) NR (NE, NE) 1.299 (0.145, 11.624) 0.8256 

   Other 8 2 (25.0) NR (0.8, NE) 2 0 (0.0) NR (NE, NE) 35482460.582 (0.000, 

NE) 

0.4643 

   Interaction        0.9584 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 26 (15.6) NR (NE, NE) 88 12 (13.6) NR (NE, NE) 0.897 (0.450, 1.787) 0.7496 

   Europe 32 4 (12.5) NR (NE, NE) 13 1 (7.7) NR (NE, NE) 1.599 (0.179, 14.316) 0.6827 

   Other 15 2 (13.3) NR (NE, NE) 2 0 (0.0) NR (NE, NE) 11090255.039 (0.000, 

NE) 

0.5860 

   Interaction        0.8934 

 

ECOG performance-status score         

   0 50 5 (10.0) NR (NE, NE) 19 3 (15.8) NR (0.8, NE) 0.433 (0.103, 1.816) 0.2445 

   1 164 27 (16.5) NR (NE, NE) 84 10 (11.9) NR (NE, NE) 1.192 (0.575, 2.471) 0.6393 

   Interaction        0.1830 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 25 (16.2) NR (NE, NE) 66 10 (15.2) NR (NE, NE) 0.826 (0.394, 1.732) 0.6142 

   Never 60 7 (11.7) NR (NE, NE) 37 3 (8.1) NR (NE, NE) 1.311 (0.339, 5.070) 0.6992 

   Interaction        0.6100 

 

Histology         

   Non-squamous 125 17 (13.6) NR (NE, NE) 62 7 (11.3) NR (NE, NE) 1.074 (0.445, 2.593) 0.8748 

   Squamous 89 15 (16.9) NR (NE, NE) 41 6 (14.6) NR (2.9, NE) 0.797 (0.304, 2.093) 0.6436 

   Interaction        0.7978 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 18 (12.6) NR (NE, NE) 73 9 (12.3) NR (NE, NE) 0.899 (0.403, 2.004) 0.7901 

   Unknown 71 14 (19.7) NR (NE, NE) 30 4 (13.3) NR (NE, NE) 0.997 (0.323, 3.079) 0.9986 

   Interaction        0.7092 

 

ALK rearrangement at baseline         

   Wild type 108 16 (14.8) NR (NE, NE) 48 8 (16.7) NR (NE, NE) 0.697 (0.296, 1.639) 0.4048 

   Unknown 106 16 (15.1) NR (NE, NE) 55 5 (9.1) NR (NE, NE) 1.449 (0.530, 3.960) 0.4633 

   Interaction        0.2505 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 28 (15.6) NR (NE, NE) 88 13 (14.8) NR (NE, NE) 0.888 (0.459, 1.717) 0.7190 

   Third 34 4 (11.8) NR (7.0, NE) 15 0 (0.0) NR (NE, NE) 14279063.698 (0.000, 

NE) 

0.2712 

   Interaction        0.9869 

 

Disease Stage         

   Locally advanced 32 5 (15.6) NR (NE, NE) 8 2 (25.0) NR (0.7, NE) 0.641 (0.124, 3.311) 0.5879 

   Metastatic 182 27 (14.8) NR (NE, NE) 95 11 (11.6) NR (NE, NE) 1.028 (0.509, 2.079) 0.9382 

   Interaction        0.5193 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (0.7, NE) 9 1 (11.1) NR (1.4, NE) 2.121 (0.220, 20.441) 0.5054 

   No 201 29 (14.4) NR (NE, NE) 94 12 (12.8) NR (NE, NE) 0.928 (0.472, 1.823) 0.8252 

   Interaction        0.5573 

 

Liver metastases at baseline         

   Yes 27 3 (11.1) NR (5.3, NE) 16 2 (12.5) NR (1.4, NE) 0.768 (0.125, 4.715) 0.7775 

   No 187 29 (15.5) NR (NE, NE) 87 11 (12.6) NR (NE, NE) 1.009 (0.503, 2.024) 0.9833 

   Interaction        0.9259 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.2.2.4.11.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 50, events = 14, Median: NR, 95% CI: 2.8 - NE
Docetaxel: n = 19, events = 7, Median: 4.9, 95% CI: 0.7 - NE

HR (95% CI): 0.426 (0.170, 1.069)
Log-rank test p-value: 0.0647

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.11.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 164, events = 45, Median: NR, 95% CI: 7.0 - NE
Docetaxel: n = 84, events = 14, Median: NR, 95% CI: 5.6 - NE

HR (95% CI): 1.282 (0.700, 2.350)
Log-rank test p-value: 0.4066

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.11.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 32, events = 3, Median: NR, 95% CI: 15.9 - NE
Docetaxel: n = 8, events = 3, Median: NR, 95% CI: 0.8 - NE

HR (95% CI): 0.116 (0.019, 0.727)
Log-rank test p-value: 0.0070

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.11.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 182, events = 41, Median: NR, 95% CI: NE - NE
Docetaxel: n = 95, events = 11, Median: NR, 95% CI: 5.7 - NE

HR (95% CI): 1.522 (0.780, 2.971)
Log-rank test p-value: 0.2161

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 32.5 (24.81)  32.6 (25.45)  32.6 (24.97)  

Median 33.3  33.3  33.3  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 33.3 (26.22) 1.4 (23.89) 34.5 (27.11) 4.4 (23.01) 33.7 (26.44) 2.3 (23.63) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 28.2 (23.88) -3.3 (23.68) 32.9 (25.69) 2.9 (22.52) 29.5 (24.45) -1.5 (23.47) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 24.2 (21.90) -7.4 (23.86) 28.8 (23.40) -1.5 (18.96) 25.3 (22.31) -5.9 (22.81) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 22.1 (22.11) -9.0 (24.63) 26.9 (24.97) 0.9 (24.54) 23.2 (22.79) -6.8 (24.89) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 21.2 (20.16) -10.3 (23.08) 26.3 (27.33) 0.0 (27.64) 22.4 (22.06) -7.9 (24.52) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 19.1 (22.13) -12.8 (25.45) 28.6 (26.43) 4.8 (30.34) 20.9 (23.14) -9.6 (27.13) 

Median 0.0 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 19.9 (22.31) -12.0 (24.74) 27.8 (26.20) 3.7 (15.71) 21.2 (23.07) -9.3 (24.14) 

Median 0.0 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 18.8 (21.77) -12.5 (26.18) 23.5 (22.87) -2.0 (27.56) 19.6 (21.92) -10.7 (26.59) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -67, 33 0, 67 -67, 33 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 20.8 (22.22) -11.6 (26.71) 26.7 (28.73) 2.2 (23.46) 21.8 (23.42) -9.1 (26.56) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 16.7 (22.67) -15.7 (26.69) 26.7 (28.73) 2.2 (29.46) 18.5 (24.00) -12.4 (27.89) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 18.8 (22.28) -12.9 (23.65) 35.7 (30.56) 9.5 (27.51) 21.9 (24.68) -8.8 (25.74) 

Median 0.0 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 21.0 (22.71) -10.5 (23.19) 29.6 (35.14) 11.1 (33.33) 22.2 (24.68) -7.4 (25.71) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 20.8 (24.66) -11.3 (27.69) 16.7 (25.20) 0.0 (30.86) 20.2 (24.55) -9.8 (28.12) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 23.1 (25.64) -10.2 (25.64) 16.7 (17.82) 0.0 (25.20) 22.2 (24.67) -8.8 (25.61) 

Median 33.3 0.0 16.7 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -16.7, 16.7 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -100, 67 0, 33 -33, 33 0, 100 -100, 67 

 

Cycle 16       

n 40 40 7 7 47 47 

Mean (SD) 20.8 (22.25) -12.5 (23.49) 19.0 (26.23) 0.0 (33.33) 20.6 (22.58) -10.6 (25.16) 

Median 33.3 0.0 0.0 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 17.5 (21.56) -15.8 (22.91) 22.2 (27.22) 0.0 (36.51) 18.2 (22.10) -13.6 (25.23) 

Median 0.0 -33.3 16.7 0.0 0.0 -16.7 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 18.0 (24.34) -13.5 (22.85) 11.1 (17.21) -11.1 (17.21) 17.1 (23.43) -13.2 (21.99) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 0 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 18.1 (26.00) -12.4 (21.52) 13.3 (18.26) -13.3 (18.26) 17.5 (25.02) -12.5 (20.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 33 -33, 0 0, 100 -33, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 20.8 (25.04) -9.4 (24.30) 13.3 (18.26) -13.3 (18.26) 19.8 (24.16) -9.9 (23.39) 

Median 16.7 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 33 -33, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 18.9 (22.63) -11.1 (25.27) 8.3 (16.67) -16.7 (19.25) 17.6 (22.07) -11.8 (24.46) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 16.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 0 0, 67 -67, 33 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 14.8 (23.27) -14.8 (19.25) 16.7 (23.57) -16.7 (23.57) 14.9 (22.86) -14.9 (19.08) 

Median 0.0 0.0 16.7 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 0, 33 -33, 0 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 13.3 (19.94) -13.3 (19.94) 16.7 (23.57) -16.7 (23.57) 13.6 (19.68) -13.6 (19.68) 

Median 0.0 0.0 16.7 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 0, 33 -33, 0 0, 67 -33, 33 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 17.5 (25.74) -10.5 (19.41) 16.7 (23.57) -16.7 (23.57) 17.5 (24.99) -11.1 (19.25) 

Median 0.0 0.0 16.7 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 0, 33 -33, 0 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 14.8 (23.49) -11.1 (19.80) 0.0 (0.00) -33.3 (0.00) 13.3 (22.69) -13.3 (19.94) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 0, 0 -33, -33 0, 67 -33, 33 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 15.6 (24.77) -11.1 (20.57) 0.0 (0.00) -33.3 (0.00) 13.7 (23.74) -13.7 (20.61) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 0, 0 -33, -33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 16.7 (31.35) -11.9 (21.11) 16.7 (23.57) -16.7 (23.57) 16.7 (29.81) -12.5 (20.64) 

Median 0.0 0.0 16.7 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 33 -33, 0 0, 100 -33, 33 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 12.8 (21.68) -15.4 (17.30) 16.7 (23.57) -16.7 (23.57) 13.3 (21.08) -15.6 (17.21) 

Median 0.0 0.0 16.7 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 0 0, 33 -33, 0 0, 67 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 19.4 (26.43) -11.1 (16.41) 0.0 (0.00) -33.3 (0.00) 16.7 (25.32) -14.3 (17.12) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 0 0, 0 -33, -33 0, 67 -33, 0 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 22.2 (32.82) -8.3 (20.72) 33.3 (NE) 0.0 (NE) 23.1 (31.58) -7.7 (19.97) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 33, 33 0, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 18.2 (22.92) -15.2 (17.41) 0.0 (NE) -33.3 (NE) 16.7 (22.47) -16.7 (17.41) 

Median 0.0 0.0 0.0 -33.3 0.0 -16.7 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 0 0, 0 -33, -33 0, 67 -33, 0 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 19.0 (26.23) -19.0 (17.82) 0.0 (NE) -33.3 (NE) 16.7 (25.20) -20.8 (17.25) 

Median 0.0 -33.3 0.0 -33.3 0.0 -33.3 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 0 0, 0 -33, -33 0, 67 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 16.7 (27.89) -16.7 (18.26) 0.0 (NE) -33.3 (NE) 14.3 (26.23) -19.0 (17.82) 

Median 0.0 -16.7 0.0 -33.3 0.0 -33.3 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 0 0, 0 -33, -33 0, 67 -33, 0 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 16.7 (27.89) -16.7 (18.26) 0.0 (NE) -33.3 (NE) 14.3 (26.23) -19.0 (17.82) 

Median 0.0 -16.7 0.0 -33.3 0.0 -33.3 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 0 0, 0 -33, -33 0, 67 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 11.1 (17.21) -22.2 (17.21)   11.1 (17.21) -22.2 (17.21) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 13.3 (18.26) -13.3 (18.26)   13.3 (18.26) -13.3 (18.26) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 16.7 (19.25) -16.7 (19.25)   16.7 (19.25) -16.7 (19.25) 

Median 16.7 -16.7   16.7 -16.7 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (19.25) -22.2 (19.25)   11.1 (19.25) -22.2 (19.25) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (19.25) -22.2 (19.25)   11.1 (19.25) -22.2 (19.25) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) -16.7 (23.57)   16.7 (23.57) -16.7 (23.57) 

Median 16.7 -16.7   16.7 -16.7 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) -16.7 (23.57)   16.7 (23.57) -16.7 (23.57) 

Median 16.7 -16.7   16.7 -16.7 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) -16.7 (23.57)   16.7 (23.57) -16.7 (23.57) 

Median 16.7 -16.7   16.7 -16.7 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 33.0 (27.91) 1.2 (27.32) 38.5 (29.23) 6.3 (27.78) 35.1 (28.45) 3.1 (27.51) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 50.0 0.0, 0.0 16.7, 66.7 0.0, 33.3 0.0, 66.7 0.0, 33.3 

Min, Max 0, 100 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 4.9 (13.86)  4.8 (11.77)  4.9 (13.22)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 67  0, 33  0, 67  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 6.5 (15.25) 1.2 (13.27) 5.2 (12.13) 0.8 (11.54) 6.1 (14.37) 1.1 (12.76) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 33 -33, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 5.4 (14.22) -0.4 (15.20) 4.3 (12.59) -0.5 (12.03) 5.1 (13.76) -0.4 (14.34) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 67 -33, 33 0, 100 -67, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 4.3 (13.33) -1.0 (15.44) 3.0 (9.69) -1.5 (12.36) 4.0 (12.50) -1.1 (14.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 33 -33, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 3.0 (10.50) -2.7 (16.92) 2.8 (9.34) -1.9 (13.67) 3.0 (10.22) -2.5 (16.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 4.0 (11.86) -1.9 (17.03) 1.0 (5.80) -4.0 (13.84) 3.3 (10.80) -2.4 (16.31) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 2.8 (10.55) -2.5 (16.39) 3.2 (10.03) -3.2 (17.97) 2.9 (10.42) -2.6 (16.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 3.0 (9.59) -1.9 (15.37) 3.7 (10.78) -1.9 (17.98) 3.1 (9.75) -1.9 (15.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 6.3 (15.09) 1.7 (19.77) 5.9 (17.62) 0.0 (23.57) 6.2 (15.46) 1.4 (20.37) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 3.9 (12.18) -1.0 (18.05) 6.7 (13.80) 0.0 (21.82) 4.4 (12.44) -0.8 (18.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 3.4 (10.20) -1.5 (16.73) 6.7 (13.80) 0.0 (21.82) 4.0 (10.92) -1.2 (17.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 33 0, 33 -67, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 2.7 (9.15) -2.2 (15.82) 9.5 (27.51) 2.4 (33.24) 3.9 (14.37) -1.3 (19.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 1.9 (7.71) -3.7 (15.41) 11.1 (33.33) 11.1 (33.33) 3.2 (14.31) -1.6 (19.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 0, 100 0, 100 -67, 100 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 3.1 (9.84) -2.5 (15.81) 0.0 (0.00) 0.0 (0.00) 2.7 (9.22) -2.2 (14.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 2.0 (8.07) -4.1 (16.15) 0.0 (0.00) 0.0 (0.00) 1.8 (7.51) -3.5 (15.02) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 16       

n 40 40 7 7 47 47 

Mean (SD) 1.7 (7.36) -4.2 (13.48) 0.0 (0.00) 0.0 (0.00) 1.4 (6.80) -3.5 (12.50) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 1.8 (7.54) -3.5 (12.94) 0.0 (0.00) 0.0 (0.00) 1.5 (7.02) -3.0 (12.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 1.8 (7.64) -3.6 (13.11) 0.0 (0.00) 0.0 (0.00) 1.6 (7.10) -3.1 (12.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 1.9 (7.85) -2.9 (14.84) 0.0 (0.00) 0.0 (0.00) 1.7 (7.36) -2.5 (13.89) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 1.0 (5.89) -4.2 (14.04) 0.0 (0.00) 0.0 (0.00) 0.9 (5.48) -3.6 (13.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 1.1 (6.09) -4.4 (14.47) 0.0 (0.00) 0.0 (0.00) 1.0 (5.72) -3.9 (13.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 1.2 (6.42) -3.7 (14.12) 0.0 (0.00) 0.0 (0.00) 1.1 (6.19) -3.4 (13.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 3.3 (10.26) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 3.0 (9.81) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 0 0, 0 0, 0 0, 33 0, 0 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 1.8 (7.65) -1.8 (7.65) 0.0 (0.00) 0.0 (0.00) 1.6 (7.27) -1.6 (7.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 1.9 (7.86) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 1.7 (7.45) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 0 0, 0 0, 0 0, 33 0, 0 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 6.7 (13.80) 4.4 (11.73) 0.0 (0.00) 0.0 (0.00) 5.9 (13.10) 3.9 (11.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 7.1 (19.30) 4.8 (17.82) 0.0 (0.00) 0.0 (0.00) 6.3 (18.13) 4.2 (16.67) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 0, 67 0, 0 0, 0 0, 67 0, 67 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 2.2 (8.61) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 0 0, 0 0, 0 0, 33 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-12-01-qs-chg-c13-pdql-ia.rtf 

754



Protocol BGB-A317-303 Page 48 of 240 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 7.4 (17.25) 1.9 (17.55) 6.3 (15.57) 0.5 (16.26) 7.0 (16.61) 1.4 (17.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 19.6 (14.68)  20.8 (18.02)  20.0 (15.78)  

Median 22.2  22.2  22.2  

Q1, Q3 11.1, 33.3  11.1, 22.2  11.1, 22.2  

Min, Max 0, 67  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 20.7 (16.83) 1.9 (14.21) 20.1 (18.29) 0.0 (13.58) 20.5 (17.25) 1.3 (14.03) 

Median 22.2 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 11.1, 33.3 0.0, 11.1 11.1, 33.3 -11.1, 11.1 11.1, 33.3 -11.1, 11.1 

Min, Max 0, 78 -56, 56 0, 78 -22, 56 0, 78 -56, 56 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 19.9 (16.08) 1.0 (12.37) 19.5 (17.28) -1.7 (14.24) 19.8 (16.40) 0.2 (12.97) 

Median 22.2 0.0 22.2 0.0 22.2 0.0 

Q1, Q3 11.1, 33.3 0.0, 11.1 0.0, 22.2 -11.1, 11.1 11.1, 33.3 -11.1, 11.1 

Min, Max 0, 78 -33, 44 0, 67 -33, 56 0, 78 -33, 56 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 18.4 (17.31) -0.3 (16.71) 18.2 (17.13) -4.0 (13.57) 18.3 (17.22) -1.3 (16.02) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 0.0, 22.2 -11.1, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 89 -44, 67 0, 78 -44, 22 0, 89 -44, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 16.5 (15.86) -2.6 (15.83) 16.4 (16.04) -3.1 (15.40) 16.5 (15.85) -2.7 (15.68) 

Median 11.1 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 0.0, 22.2 -11.1, 5.6 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 67 -44, 67 0, 67 -33, 33 0, 67 -44, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 16.8 (16.46) -1.7 (16.35) 18.9 (17.23) -1.7 (14.47) 17.3 (16.61) -1.7 (15.88) 

Median 11.1 0.0 22.2 0.0 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 0.0, 22.2 -11.1, 11.1 0.0, 27.8 -11.1, 5.6 

Min, Max 0, 67 -44, 67 0, 89 -33, 22 0, 89 -44, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 15.2 (16.21) -3.9 (14.91) 20.6 (16.21) 0.0 (21.37) 16.2 (16.27) -3.2 (16.24) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 11.1, 22.2 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 78 -56, 56 0, 67 -67, 44 0, 78 -67, 56 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 16.0 (17.32) -3.6 (15.96) 22.2 (20.17) 1.9 (15.83) 17.0 (17.88) -2.7 (16.00) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 22.2 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 89 -56, 56 0, 78 -22, 33 0, 89 -56, 56 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 15.6 (16.83) -3.8 (16.39) 20.9 (15.66) 0.7 (27.35) 16.5 (16.68) -3.0 (18.67) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 22.2 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 78 -56, 56 0, 56 -78, 44 0, 78 -78, 56 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 14.2 (14.37) -5.0 (12.43) 23.7 (20.52) 3.0 (21.19) 15.9 (15.93) -3.6 (14.55) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -44, 22 0, 67 -33, 44 0, 67 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 14.1 (13.11) -5.1 (13.63) 23.7 (20.94) 3.0 (23.18) 15.8 (15.14) -3.6 (15.91) 

Median 11.1 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -67, 22 0, 78 -44, 56 0, 78 -67, 56 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 14.5 (14.73) -3.9 (13.05) 29.4 (25.64) 7.9 (22.82) 17.3 (18.00) -1.8 (15.82) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 22.2 0.0, 27.8 -11.1, 0.0 

Min, Max 0, 56 -33, 44 0, 89 -22, 67 0, 89 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 15.4 (16.92) -3.3 (17.08) 23.5 (22.53) 6.2 (22.30) 16.6 (17.84) -1.9 (18.02) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 22.2 -11.1, 11.1 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 67 -33, 56 0, 78 -22, 56 0, 78 -33, 56 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 15.9 (16.09) -2.9 (15.12) 23.6 (15.07) 6.9 (15.64) 16.9 (16.05) -1.6 (15.43) 

Median 11.1 0.0 22.2 5.6 22.2 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 -5.6, 16.7 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 67 -33, 33 0, 56 -11, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 15.9 (16.51) -3.4 (14.20) 23.6 (17.25) 6.9 (20.52) 17.0 (16.68) -1.9 (15.45) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 22.2 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 67 -33, 33 0, 56 -22, 33 0, 67 -33, 33 

 

Cycle 16       

n 40 40 7 7 47 47 

Mean (SD) 12.8 (15.42) -6.4 (13.52) 23.8 (16.27) 6.3 (19.09) 14.4 (15.87) -4.5 (14.95) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 22.2 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 67 -33, 33 11, 56 -22, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 13.5 (16.37) -5.3 (14.32) 24.1 (8.36) 3.7 (15.18) 14.9 (15.88) -4.0 (14.59) 

Median 11.1 -11.1 22.2 5.6 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 33.3 0.0, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 67 -33, 33 11, 33 -22, 22 0, 67 -33, 33 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 12.6 (16.39) -5.4 (14.25) 14.8 (9.07) -5.6 (15.32) 12.9 (15.51) -5.4 (14.22) 

Median 11.1 -11.1 16.7 -5.6 11.1 -11.1 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 22.2 -22.2, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 78 -33, 44 0, 22 -22, 11 0, 78 -33, 44 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 13.0 (18.17) -4.1 (17.27) 15.6 (6.09) -4.4 (12.67) 13.3 (17.10) -4.2 (16.63) 

Median 11.1 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 22.2 -11.1, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 89 -33, 56 11, 22 -22, 11 0, 89 -33, 56 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 13.2 (19.02) -4.9 (18.06) 20.0 (4.97) 0.0 (11.11) 14.1 (17.89) -4.2 (17.24) 

Median 11.1 -5.6 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -16.7, 0.0 22.2, 22.2 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 89 -33, 56 11, 22 -11, 11 0, 89 -33, 56 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 9.6 (11.94) -9.3 (12.75) 19.4 (10.64) -2.8 (18.98) 10.8 (12.07) -8.5 (13.42) 

Median 11.1 -11.1 16.7 -5.6 11.1 -11.1 

Q1, Q3 0.0, 11.1 -22.2, 0.0 11.1, 27.8 -16.7, 11.1 0.0, 11.1 -22.2, 0.0 

Min, Max 0, 44 -33, 11 11, 33 -22, 22 0, 44 -33, 22 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 9.9 (14.23) -8.6 (14.23) 22.2 (0.00) 5.6 (7.86) 10.7 (14.08) -7.7 (14.27) 

Median 0.0 -11.1 22.2 5.6 11.1 0.0 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 22.2 0.0, 11.1 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 56 -33, 22 22, 22 0, 11 0, 56 -33, 22 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 10.0 (12.95) -8.9 (15.12) 22.2 (0.00) 5.6 (7.86) 11.1 (12.83) -7.6 (15.10) 

Median 5.6 -11.1 22.2 5.6 11.1 -5.6 

Q1, Q3 0.0, 16.7 -22.2, 0.0 22.2, 22.2 0.0, 11.1 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 44 -33, 11 22, 22 0, 11 0, 44 -33, 11 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 10.5 (12.55) -8.8 (13.65) 22.2 (0.00) 5.6 (7.86) 11.6 (12.41) -7.4 (13.76) 

Median 11.1 -11.1 22.2 5.6 11.1 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 22.2 0.0, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -33, 11 22, 22 0, 11 0, 44 -33, 11 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 9.3 (10.26) -9.3 (13.87) 22.2 (0.00) 5.6 (7.86) 10.6 (10.49) -7.8 (14.01) 

Median 11.1 -5.6 22.2 5.6 11.1 0.0 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 22.2 0.0, 11.1 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 33 -33, 11 22, 22 0, 11 0, 33 -33, 11 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 9.6 (11.78) -9.6 (13.19) 22.2 (0.00) 5.6 (7.86) 11.1 (11.79) -7.8 (13.47) 

Median 11.1 -11.1 22.2 5.6 11.1 -11.1 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 22.2 0.0, 11.1 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 33 -33, 11 22, 22 0, 11 0, 33 -33, 11 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 11.1 (17.43) -7.9 (17.12) 33.3 (0.00) 16.7 (7.86) 13.9 (17.92) -4.9 (18.13) 

Median 11.1 -11.1 33.3 16.7 11.1 -5.6 

Q1, Q3 0.0, 11.1 -22.2, 0.0 33.3, 33.3 11.1, 22.2 0.0, 16.7 -22.2, 5.6 

Min, Max 0, 67 -33, 33 33, 33 11, 22 0, 67 -33, 33 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 7.7 (9.50) -12.0 (12.39) 27.8 (7.86) 11.1 (15.71) 10.4 (11.48) -8.9 (14.67) 

Median 11.1 -11.1 27.8 11.1 11.1 -11.1 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 33.3 0.0, 22.2 0.0, 11.1 -22.2, 0.0 

Min, Max 0, 33 -33, 11 22, 33 0, 22 0, 33 -33, 22 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 9.3 (13.26) -12.0 (13.78) 27.8 (7.86) 11.1 (15.71) 11.9 (14.10) -8.7 (15.82) 

Median 5.6 -11.1 27.8 11.1 11.1 -11.1 

Q1, Q3 0.0, 11.1 -22.2, -5.6 22.2, 33.3 0.0, 22.2 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 44 -33, 11 22, 33 0, 22 0, 44 -33, 22 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 11.1 (18.95) -10.2 (17.38) 22.2 (NE) 0.0 (NE) 12.0 (18.40) -9.4 (16.88) 

Median 5.6 -11.1 22.2 0.0 11.1 -11.1 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 22.2 0.0, 0.0 0.0, 11.1 -22.2, 0.0 

Min, Max 0, 67 -33, 33 22, 22 0, 0 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 10.1 (16.07) -12.1 (15.28) 22.2 (NE) 0.0 (NE) 11.1 (15.71) -11.1 (14.98) 

Median 11.1 -11.1 22.2 0.0 11.1 -11.1 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 22.2 0.0, 0.0 0.0, 11.1 -22.2, 0.0 

Min, Max 0, 56 -33, 22 22, 22 0, 0 0, 56 -33, 22 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 7.9 (8.40) -15.9 (10.84) 22.2 (NE) 0.0 (NE) 9.7 (9.27) -13.9 (11.50) 

Median 11.1 -11.1 22.2 0.0 11.1 -11.1 

Q1, Q3 0.0, 11.1 -22.2, -11.1 22.2, 22.2 0.0, 0.0 0.0, 16.7 -22.2, -5.6 

Min, Max 0, 22 -33, 0 22, 22 0, 0 0, 22 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 13.0 (21.56) -9.3 (19.14) 22.2 (NE) 0.0 (NE) 14.3 (19.99) -7.9 (17.82) 

Median 5.6 -11.1 22.2 0.0 11.1 -11.1 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 22.2 0.0, 0.0 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 56 -33, 22 22, 22 0, 0 0, 56 -33, 22 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 9.3 (12.99) -13.0 (12.99) 22.2 (NE) 0.0 (NE) 11.1 (12.83) -11.1 (12.83) 

Median 5.6 -11.1 22.2 0.0 11.1 -11.1 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 22.2 0.0, 0.0 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 33 -33, 0 22, 22 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 14.8 (13.46) -7.4 (11.48)   14.8 (13.46) -7.4 (11.48) 

Median 16.7 -11.1   16.7 -11.1 

Q1, Q3 0.0, 22.2 -11.1, 0.0   0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -22, 11   0, 33 -22, 11 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 4.4 (6.09) -15.6 (12.67)   4.4 (6.09) -15.6 (12.67) 

Median 0.0 -11.1   0.0 -11.1 

Q1, Q3 0.0, 11.1 -22.2, -11.1   0.0, 11.1 -22.2, -11.1 

Min, Max 0, 11 -33, 0   0, 11 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 5.6 (6.42) -16.7 (14.34)   5.6 (6.42) -16.7 (14.34) 

Median 5.6 -16.7   5.6 -16.7 

Q1, Q3 0.0, 11.1 -27.8, -5.6   0.0, 11.1 -27.8, -5.6 

Min, Max 0, 11 -33, 0   0, 11 -33, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (11.11) -14.8 (23.13)   11.1 (11.11) -14.8 (23.13) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 0.0, 22.2 -33.3, 11.1   0.0, 22.2 -33.3, 11.1 

Min, Max 0, 22 -33, 11   0, 22 -33, 11 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 7.4 (6.42) -18.5 (16.97)   7.4 (6.42) -18.5 (16.97) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 0.0, 11.1 -33.3, 0.0   0.0, 11.1 -33.3, 0.0 

Min, Max 0, 11 -33, 0   0, 11 -33, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 11.1 (0.00) -11.1 (15.71)   11.1 (0.00) -11.1 (15.71) 

Median 11.1 -11.1   11.1 -11.1 

Q1, Q3 11.1, 11.1 -22.2, 0.0   11.1, 11.1 -22.2, 0.0 

Min, Max 11, 11 -22, 0   11, 11 -22, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 11.1 (0.00) -11.1 (15.71)   11.1 (0.00) -11.1 (15.71) 

Median 11.1 -11.1   11.1 -11.1 

Q1, Q3 11.1, 11.1 -22.2, 0.0   11.1, 11.1 -22.2, 0.0 

Min, Max 11, 11 -22, 0   11, 11 -22, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (7.86) -5.6 (23.57)   16.7 (7.86) -5.6 (23.57) 

Median 16.7 -5.6   16.7 -5.6 

Q1, Q3 11.1, 22.2 -22.2, 11.1   11.1, 22.2 -22.2, 11.1 

Min, Max 11, 22 -22, 11   11, 22 -22, 11 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 24.5 (22.31) 5.8 (20.58) 26.7 (22.11) 5.9 (21.95) 25.3 (22.20) 5.8 (21.04) 

Median 22.2 0.0 22.2 5.6 22.2 0.0 

Q1, Q3 11.1, 33.3 -11.1, 11.1 11.1, 33.3 -11.1, 11.1 11.1, 33.3 -11.1, 11.1 

Min, Max 0, 78 -33, 78 0, 100 -56, 67 0, 100 -56, 78 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 1.4 (6.74)  1.7 (7.41)  1.5 (6.94)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 33  0, 33  0, 33  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 4.8 (14.75) 3.2 (15.35) 4.0 (12.03) 2.0 (13.04) 4.5 (13.97) 2.9 (14.68) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 67 -33, 67 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 2.7 (9.77) 1.1 (11.27) 3.8 (14.52) 1.9 (14.89) 3.0 (11.32) 1.4 (12.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 2.3 (10.29) 0.5 (11.68) 3.0 (9.69) 0.8 (13.43) 2.5 (10.12) 0.6 (12.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 -33, 33 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 2.7 (9.18) 1.1 (11.29) 4.6 (14.15) 3.7 (15.49) 3.2 (10.50) 1.7 (12.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 1.2 (6.35) -0.3 (8.56) 6.1 (13.06) 5.1 (14.72) 2.4 (8.62) 1.0 (10.54) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 2.8 (9.35) 1.4 (10.84) 4.8 (11.95) 3.2 (14.55) 3.2 (9.85) 1.7 (11.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 3.0 (12.95) 1.9 (14.53) 5.6 (12.78) 5.6 (12.78) 3.4 (12.90) 2.5 (14.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 33 0, 33 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 3.3 (12.55) 2.1 (13.36) 0.0 (0.00) 0.0 (0.00) 2.7 (11.46) 1.7 (12.14) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 1.4 (6.85) 0.5 (9.03) 2.2 (8.61) 2.2 (8.61) 1.6 (7.14) 0.8 (8.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 2.5 (10.49) 1.5 (12.13) 2.2 (8.61) 2.2 (8.61) 2.4 (10.13) 1.6 (11.53) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 33 0, 67 -33, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 2.7 (9.15) 2.2 (8.26) 9.5 (24.21) 9.5 (24.21) 3.9 (13.30) 3.5 (12.86) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 67 0, 67 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 3.1 (9.75) 2.5 (8.81) 3.7 (11.11) 3.7 (11.11) 3.2 (9.86) 2.6 (9.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 33 0, 33 0, 33 0, 33 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 1.9 (7.78) 1.3 (9.16) 0.0 (0.00) 0.0 (0.00) 1.6 (7.27) 1.1 (8.54) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 3.4 (10.19) 2.7 (9.22) 0.0 (0.00) 0.0 (0.00) 2.9 (9.51) 2.3 (8.59) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 16       

n 40 40 7 7 47 47 

Mean (SD) 0.8 (5.27) 0.0 (7.55) 4.8 (12.60) 4.8 (12.60) 1.4 (6.80) 0.7 (8.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 0.9 (5.41) 0.0 (7.75) 0.0 (0.00) 0.0 (0.00) 0.8 (5.03) 0.0 (7.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 0.9 (5.48) 0.0 (0.00) 5.6 (13.61) 5.6 (13.61) 1.6 (7.10) 0.8 (5.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 0 0, 33 0, 33 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 0.0 (0.00) -1.0 (5.63) 6.7 (14.91) 6.7 (14.91) 0.8 (5.27) 0.0 (7.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 2.1 (8.20) 1.0 (10.32) 0.0 (0.00) 0.0 (0.00) 1.8 (7.64) 0.9 (9.58) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 0.0 (0.00) -1.1 (6.09) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -1.0 (5.72) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 0.0 (0.00) -1.2 (6.42) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -1.1 (6.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 1.7 (7.45) 1.7 (7.45) 0.0 (0.00) 0.0 (0.00) 1.5 (7.11) 1.5 (7.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 3.5 (10.51) 3.5 (10.51) 0.0 (0.00) 0.0 (0.00) 3.2 (10.03) 3.2 (10.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 1.9 (7.86) 1.9 (7.86) 0.0 (0.00) 0.0 (0.00) 1.7 (7.45) 1.7 (7.45) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) 2.2 (8.61) 0.0 (0.00) 0.0 (0.00) 2.0 (8.08) 2.0 (8.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 2.4 (8.91) 2.4 (8.91) 0.0 (0.00) 0.0 (0.00) 2.1 (8.33) 2.1 (8.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 3.4 (10.13) 1.5 (12.38) 9.4 (20.11) 7.3 (20.11) 5.6 (14.89) 3.7 (15.90) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 3.5 (11.18)  2.4 (9.92)  3.1 (10.79)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 67  0, 67  0, 67  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 6.2 (15.76) 2.7 (14.89) 3.2 (12.27) 1.2 (12.08) 5.3 (14.83) 2.3 (14.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 67 -33, 67 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 4.0 (12.01) 0.8 (11.31) 4.8 (15.32) 2.9 (16.78) 4.2 (13.02) 1.4 (13.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 3.1 (9.65) 0.3 (9.69) 0.8 (5.03) -1.5 (10.05) 2.5 (8.77) -0.2 (9.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 4.1 (11.80) 1.1 (11.29) 4.6 (11.69) 3.7 (10.62) 4.2 (11.74) 1.7 (11.16) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 33 0, 67 -33, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 2.2 (8.28) -0.9 (10.70) 5.1 (14.72) 4.0 (13.84) 2.9 (10.18) 0.2 (11.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-12-01-qs-chg-c13-pdql-ia.rtf 

806



Protocol BGB-A317-303 Page 100 of 240 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 1.8 (7.52) -1.1 (10.31) 0.0 (0.00) 0.0 (0.00) 1.4 (6.83) -0.9 (9.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 3.0 (12.95) 0.0 (15.08) 3.7 (10.78) 3.7 (10.78) 3.1 (12.57) 0.6 (14.47) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 33 0, 33 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 3.8 (11.85) 0.8 (14.01) 2.0 (8.08) 2.0 (8.08) 3.4 (11.27) 1.0 (13.14) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 33 0, 67 -33, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 2.4 (8.71) -1.0 (11.39) 2.2 (8.61) 2.2 (8.61) 2.4 (8.64) -0.4 (10.97) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 2.5 (8.76) -1.0 (11.48) 2.2 (8.61) 2.2 (8.61) 2.4 (8.68) -0.4 (11.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 2.7 (9.15) -0.5 (11.28) 2.4 (8.91) 2.4 (8.91) 2.6 (9.05) 0.0 (10.89) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 1.9 (7.71) -1.9 (10.07) 0.0 (0.00) 0.0 (0.00) 1.6 (7.16) -1.6 (9.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 1.9 (7.78) -1.9 (12.08) 4.2 (11.79) 4.2 (11.79) 2.2 (8.32) -1.1 (12.12) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 2.0 (8.07) -2.0 (10.56) 4.2 (11.79) 4.2 (11.79) 2.3 (8.59) -1.2 (10.85) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 16       

n 40 40 7 7 47 47 

Mean (SD) 2.5 (8.89) -1.7 (10.54) 0.0 (0.00) 0.0 (0.00) 2.1 (8.24) -1.4 (9.72) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 2.6 (9.11) -1.8 (10.81) 0.0 (0.00) 0.0 (0.00) 2.3 (8.50) -1.5 (10.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 2.7 (9.22) -1.8 (10.96) 0.0 (0.00) 0.0 (0.00) 2.3 (8.59) -1.6 (10.17) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 1.9 (7.85) -2.9 (9.47) 0.0 (0.00) 0.0 (0.00) 1.7 (7.36) -2.5 (8.89) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 1.0 (5.89) -3.1 (9.87) 0.0 (0.00) 0.0 (0.00) 0.9 (5.48) -2.7 (9.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-12-01-qs-chg-c13-pdql-ia.rtf 

813



Protocol BGB-A317-303 Page 107 of 240 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 2.2 (8.46) -2.2 (8.46) 0.0 (0.00) 0.0 (0.00) 2.0 (7.96) -2.0 (7.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 2.5 (8.90) -2.5 (8.90) 0.0 (0.00) 0.0 (0.00) 2.3 (8.60) -2.3 (8.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 1.7 (7.45) -3.3 (10.26) 0.0 (0.00) 0.0 (0.00) 1.5 (7.11) -3.0 (9.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 1.8 (7.65) -3.5 (10.51) 0.0 (0.00) 0.0 (0.00) 1.6 (7.27) -3.2 (10.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 1.9 (7.86) -3.7 (10.78) 0.0 (0.00) 0.0 (0.00) 1.7 (7.45) -3.3 (10.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) -4.4 (11.73) 0.0 (0.00) 0.0 (0.00) 2.0 (8.08) -3.9 (11.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 0.0 (0.00) -4.8 (12.10) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -4.2 (11.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) -2.6 (9.25) 0.0 (0.00) 0.0 (0.00) 2.2 (8.61) -2.2 (8.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) -2.8 (9.62) 0.0 (0.00) 0.0 (0.00) 2.4 (8.91) -2.4 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 0.0 (0.00) -5.6 (12.97) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -5.1 (12.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 3.0 (10.05) -3.0 (10.05) 0.0 (NE) 0.0 (NE) 2.8 (9.62) -2.8 (9.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 0.0 (0.00) -5.6 (13.61)   0.0 (0.00) -5.6 (13.61) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 0.0 (0.00) -6.7 (14.91)   0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 8.6 (19.53) 4.9 (19.24) 8.3 (17.82) 5.7 (19.30) 8.5 (18.86) 5.2 (19.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 67 -33, 67 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 8.0 (20.10)  5.5 (15.72)  7.2 (18.85)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 9.7 (21.72) 1.5 (20.94) 9.5 (19.75) 3.2 (16.05) 9.7 (21.11) 2.0 (19.58) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -100, 100 0, 100 -33, 67 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 8.6 (18.16) 0.0 (17.92) 9.5 (18.07) 2.4 (19.10) 8.9 (18.10) 0.7 (18.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 0, 100 -67, 100 0, 100 -100, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 7.1 (15.47) -0.5 (17.53) 7.6 (18.83) 0.0 (12.45) 7.2 (16.33) -0.4 (16.37) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -100, 33 0, 100 -33, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 6.0 (14.86) -0.5 (17.66) 11.1 (22.54) 4.6 (16.24) 7.2 (16.97) 0.6 (17.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 5.3 (13.85) -1.2 (17.09) 11.1 (23.07) 4.0 (16.15) 6.7 (16.58) 0.0 (16.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 5.7 (14.37) -1.1 (17.93) 11.1 (24.34) 1.6 (12.81) 6.7 (16.64) -0.6 (17.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 6.7 (17.54) 0.4 (15.48) 20.4 (30.55) 9.3 (27.55) 9.0 (20.77) 1.9 (18.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 7.1 (16.51) 1.3 (17.14) 19.6 (20.61) 7.8 (27.71) 9.3 (17.84) 2.4 (19.39) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -67, 67 0, 67 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 5.3 (15.78) -0.5 (17.61) 13.3 (21.08) 0.0 (28.17) 6.7 (16.99) -0.4 (19.70) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -67, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 4.4 (13.99) -1.0 (15.21) 20.0 (24.56) 6.7 (33.81) 7.2 (17.30) 0.4 (19.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -67, 67 0, 67 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 4.3 (11.27) -1.6 (14.06) 16.7 (25.32) 2.4 (30.56) 6.6 (15.41) -0.9 (18.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 5.6 (15.53) 0.6 (17.72) 29.6 (30.93) 18.5 (33.79) 9.0 (20.04) 3.2 (21.35) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 6.9 (15.13) 1.9 (15.21) 8.3 (15.43) -4.2 (21.36) 7.1 (15.05) 1.1 (16.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 -33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-12-01-qs-chg-c13-pdql-ia.rtf 

834



Protocol BGB-A317-303 Page 128 of 240 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 5.4 (14.19) 0.7 (14.42) 12.5 (17.25) 0.0 (17.82) 6.4 (14.69) 0.6 (14.76) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 -33, 33 0, 67 -33, 33 

 

Cycle 16       

n 40 40 7 7 47 47 

Mean (SD) 4.2 (13.48) -0.8 (14.10) 9.5 (16.27) -4.8 (23.00) 5.0 (13.86) -1.4 (15.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 -33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 2.6 (11.96) -2.6 (9.11) 16.7 (18.26) 0.0 (21.08) 4.5 (13.62) -2.3 (11.13) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 0 0, 33 -33, 33 0, 67 -33, 33 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 2.7 (9.22) 0.0 (11.11) 11.1 (17.21) -5.6 (13.61) 3.9 (10.81) -0.8 (11.47) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 4.8 (11.83) 1.9 (13.87) 6.7 (14.91) -13.3 (18.26) 5.0 (12.05) 0.0 (15.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 3.1 (9.87) 1.0 (13.35) 20.0 (29.81) 0.0 (23.57) 5.4 (14.73) 0.9 (14.67) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 -33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 4.4 (14.47) 2.2 (17.36) 16.7 (19.25) -8.3 (16.67) 5.9 (15.29) 1.0 (17.38) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 -33, 0 0, 67 -33, 67 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 6.2 (16.11) 3.7 (19.25) 16.7 (23.57) 0.0 (0.00) 6.9 (16.38) 3.4 (18.57) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 1.7 (7.45) -1.7 (13.13) 16.7 (23.57) 0.0 (0.00) 3.0 (9.81) -1.5 (12.50) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 0 0, 33 -33, 33 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 1.8 (7.65) -1.8 (13.49) 0.0 (0.00) -16.7 (23.57) 1.6 (7.27) -3.2 (14.55) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 3.7 (15.71) 0.0 (19.80) 0.0 (0.00) -16.7 (23.57) 3.3 (14.91) -1.7 (20.16) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 -33, 0 0, 67 -33, 67 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 4.4 (17.21) 0.0 (21.82) 0.0 (0.00) -16.7 (23.57) 3.9 (16.17) -2.0 (21.96) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 -33, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-12-01-qs-chg-c13-pdql-ia.rtf 

840



Protocol BGB-A317-303 Page 134 of 240 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 7.1 (26.73) 2.4 (30.56) 16.7 (23.57) 0.0 (47.14) 8.3 (25.82) 2.1 (30.96) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 33 -33, 33 0, 100 -33, 100 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) -2.6 (16.45) 0.0 (0.00) -16.7 (23.57) 2.2 (8.61) -4.4 (17.21) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 8.3 (28.87) 2.8 (33.21) 0.0 (0.00) -16.7 (23.57) 7.1 (26.73) 0.0 (32.03) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 0 -33, 0 0, 100 -33, 100 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 5.6 (19.25) 0.0 (24.62) 0.0 (NE) 0.0 (NE) 5.1 (18.49) 0.0 (23.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 6.1 (20.10) 3.0 (23.35) 0.0 (NE) 0.0 (NE) 5.6 (19.25) 2.8 (22.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 9.5 (25.20) 9.5 (25.20) 0.0 (NE) 0.0 (NE) 8.3 (23.57) 8.3 (23.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 0, 67 0, 0 0, 0 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (27.22) 11.1 (27.22) 0.0 (NE) 0.0 (NE) 9.5 (25.20) 9.5 (25.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 0, 67 0, 0 0, 0 0, 67 0, 67 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (27.22) 11.1 (27.22) 0.0 (NE) 0.0 (NE) 9.5 (25.20) 9.5 (25.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 0, 67 0, 0 0, 0 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 11.1 (27.22) 11.1 (27.22)   11.1 (27.22) 11.1 (27.22) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 0, 67   0, 67 0, 67 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 12.7 (24.84) 3.4 (23.65) 13.5 (20.33) 8.3 (20.57) 13.0 (23.21) 5.2 (22.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 100 0, 100 -67, 67 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 7.9 (18.39)  11.3 (24.00)  9.0 (20.34)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 4.4 (14.86) -3.6 (17.71) 41.3 (37.89) 29.0 (41.97) 15.5 (29.48) 6.2 (31.12) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 67 0, 100 -100, 100 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 3.4 (10.79) -4.8 (20.18) 41.9 (35.30) 29.5 (40.35) 14.5 (27.21) 5.1 (31.53) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -100, 33 0, 100 -67, 100 0, 100 -100, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 4.1 (13.73) -3.6 (18.61) 41.7 (36.03) 29.5 (40.80) 13.5 (27.00) 4.8 (29.62) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 0, 100 -67, 100 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 3.3 (10.85) -3.6 (19.07) 43.5 (35.47) 33.3 (39.84) 12.4 (25.65) 4.9 (29.58) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -100, 33 0, 100 -67, 100 0, 100 -100, 100 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 1.9 (7.70) -3.7 (14.71) 42.4 (36.58) 31.3 (41.62) 11.4 (25.53) 4.5 (28.05) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 2.8 (10.55) -2.5 (15.64) 50.8 (35.93) 39.7 (34.35) 11.6 (25.76) 5.2 (25.97) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 0, 100 0, 100 -67, 100 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 2.2 (8.41) -3.4 (15.11) 40.7 (38.87) 31.5 (33.28) 8.7 (22.59) 2.5 (23.21) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 0, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 1.3 (6.37) -2.1 (11.05) 45.1 (42.40) 35.3 (52.00) 8.9 (24.77) 4.5 (27.48) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 0.5 (4.01) -2.4 (10.41) 33.3 (41.79) 24.4 (46.23) 6.3 (21.63) 2.4 (23.59) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 1.0 (5.67) -2.0 (9.78) 40.0 (40.24) 31.1 (51.12) 8.0 (23.04) 4.0 (26.24) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 1.1 (5.94) -1.6 (9.40) 31.0 (40.22) 21.4 (49.97) 6.6 (21.10) 2.6 (24.20) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 0.6 (4.54) -1.9 (10.07) 37.0 (42.31) 33.3 (44.10) 5.8 (20.34) 3.2 (22.17) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 1.3 (6.41) -1.3 (11.25) 50.0 (47.14) 45.8 (43.42) 7.7 (23.88) 4.9 (24.22) 

Median 0.0 0.0 50.0 50.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 83.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-12-01-qs-chg-c13-pdql-ia.rtf 

858



Protocol BGB-A317-303 Page 152 of 240 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 0.0 (0.00) -2.7 (9.22) 45.8 (50.20) 41.7 (46.29) 6.4 (23.94) 3.5 (24.14) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 83.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 16       

n 40 40 7 7 47 47 

Mean (SD) 1.7 (7.36) -1.7 (12.96) 42.9 (46.00) 38.1 (48.80) 7.8 (23.27) 4.3 (25.65) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 1.8 (7.54) -1.8 (13.30) 38.9 (49.07) 33.3 (51.64) 6.8 (22.25) 3.0 (24.71) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 1.8 (7.64) -1.8 (13.49) 27.8 (44.31) 22.2 (40.37) 5.4 (19.15) 1.6 (20.51) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 1.0 (5.63) -2.9 (9.47) 20.0 (29.81) 13.3 (29.81) 3.3 (12.63) -0.8 (14.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 0.0 (0.00) -3.1 (9.87) 13.3 (18.26) 6.7 (14.91) 1.8 (7.64) -1.8 (10.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 2.2 (8.46) -1.1 (10.66) 25.0 (31.91) 16.7 (33.33) 4.9 (14.52) 1.0 (15.32) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 50.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 0.0 (0.00) -2.5 (8.90) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.3 (8.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 0.0 (0.00) -1.7 (7.45) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -1.5 (7.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 0.0 (0.00) -1.8 (7.65) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -1.6 (7.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 0.0 (0.00) -1.9 (7.86) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -1.7 (7.45) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) -2.2 (8.61) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.0 (8.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 0.0 (0.00) -2.4 (8.91) 33.3 (47.14) 33.3 (47.14) 4.2 (16.67) 2.1 (19.12) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) -2.6 (9.25) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.2 (8.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 16.7 (23.57) 16.7 (23.57) 2.4 (8.91) 2.4 (8.91) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 33 0, 33 0, 33 0, 33 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-12-01-qs-chg-c13-pdql-ia.rtf 

868



Protocol BGB-A317-303 Page 162 of 240 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 5.9 (15.67) -4.0 (21.24) 43.2 (36.94) 30.2 (44.33) 19.8 (31.38) 8.7 (35.80) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 33.3 0.0, 33.3 

Min, Max 0, 100 -100, 67 0, 100 -100, 100 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 16.7 (20.91)  14.1 (21.43)  15.9 (21.07)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 15.4 (21.73) -0.5 (18.06) 14.3 (22.13) 0.4 (14.16) 15.1 (21.82) -0.2 (16.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 13.4 (19.93) -2.5 (18.97) 11.4 (19.57) -3.3 (23.50) 12.8 (19.81) -2.7 (20.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 33 0, 100 -100, 67 0, 100 -100, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 12.2 (19.92) -3.1 (19.15) 8.3 (14.60) -6.1 (24.14) 11.2 (18.76) -3.8 (20.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -100, 33 0, 100 -100, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 10.1 (17.61) -4.6 (18.83) 11.1 (19.52) -1.9 (17.72) 10.3 (18.00) -4.0 (18.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 12.5 (19.71) -1.2 (20.94) 11.1 (15.96) -3.0 (21.02) 12.1 (18.84) -1.7 (20.90) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 33 -67, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 8.9 (16.34) -5.3 (20.33) 6.3 (13.41) -9.5 (28.17) 8.4 (15.82) -6.1 (21.89) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -100, 33 0, 67 -100, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 9.0 (16.49) -4.9 (18.50) 16.7 (23.57) -1.9 (24.18) 10.3 (17.97) -4.4 (19.47) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 8.3 (18.75) -4.6 (20.36) 15.7 (20.81) -2.0 (21.96) 9.6 (19.22) -4.1 (20.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 33 0, 100 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 5.8 (12.73) -6.3 (20.83) 15.6 (17.21) -4.4 (24.77) 7.5 (14.03) -6.0 (21.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -67, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 4.9 (11.89) -7.4 (18.07) 20.0 (24.56) 0.0 (33.33) 7.6 (15.90) -6.0 (21.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -67, 67 0, 67 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 7.0 (13.68) -4.8 (17.95) 21.4 (28.06) 2.4 (27.62) 9.6 (17.90) -3.5 (20.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 7.4 (15.41) -4.9 (18.78) 22.2 (37.27) 11.1 (33.33) 9.5 (20.24) -2.6 (21.83) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 6.9 (13.65) -5.7 (19.32) 16.7 (35.63) 4.2 (27.82) 8.2 (17.90) -4.4 (20.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 6.8 (13.57) -6.1 (18.85) 20.8 (35.36) 8.3 (29.55) 8.8 (18.39) -4.1 (20.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Cycle 16       

n 40 40 7 7 47 47 

Mean (SD) 5.8 (12.83) -5.0 (17.78) 19.0 (37.80) 4.8 (29.99) 7.8 (18.67) -3.5 (19.94) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 5.3 (12.32) -5.3 (19.80) 22.2 (40.37) 5.6 (32.77) 7.6 (18.83) -3.8 (21.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 6.3 (13.24) -4.5 (19.50) 11.1 (17.21) -5.6 (13.61) 7.0 (13.72) -4.7 (18.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 4.8 (11.83) -6.7 (17.71) 6.7 (14.91) -6.7 (14.91) 5.0 (12.05) -6.7 (17.21) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 6.3 (13.22) -4.2 (16.40) 6.7 (14.91) -6.7 (14.91) 6.3 (13.24) -4.5 (16.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 4.4 (11.52) -6.7 (18.36) 8.3 (16.67) -8.3 (16.67) 4.9 (11.98) -6.9 (17.94) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 3.7 (10.68) -7.4 (16.88) 0.0 (0.00) 0.0 (0.00) 3.4 (10.33) -6.9 (16.38) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 3.3 (10.26) -8.3 (14.81) 0.0 (0.00) 0.0 (0.00) 3.0 (9.81) -7.6 (14.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 1.8 (7.65) -10.5 (15.92) 0.0 (0.00) 0.0 (0.00) 1.6 (7.27) -9.5 (15.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 3.7 (10.78) -9.3 (15.36) 0.0 (0.00) 0.0 (0.00) 3.3 (10.26) -8.3 (14.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 4.4 (11.73) -8.9 (19.79) 0.0 (0.00) 0.0 (0.00) 3.9 (11.07) -7.8 (18.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 4.8 (12.10) -9.5 (20.37) 0.0 (0.00) 0.0 (0.00) 4.2 (11.39) -8.3 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) -12.8 (16.88) 0.0 (0.00) 0.0 (0.00) 2.2 (8.61) -11.1 (16.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 0.0 (0.00) -13.9 (17.16) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -11.9 (16.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 2.8 (9.62) -11.1 (21.71) 0.0 (NE) 0.0 (NE) 2.6 (9.25) -10.3 (21.01) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 0.0 (0.00) -15.2 (17.41) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -13.9 (17.16) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -9.5 (16.27) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -8.3 (15.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 0.0 (0.00) -5.6 (13.61)   0.0 (0.00) -5.6 (13.61) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 0.0 (0.00) -6.7 (14.91)   0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 16.7 (23.57)   16.7 (23.57) 16.7 (23.57) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 16.7 (23.57)   16.7 (23.57) 16.7 (23.57) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 17.6 (23.44) 1.2 (21.34) 18.8 (25.11) 3.6 (26.64) 18.0 (24.01) 2.1 (23.40) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 67 0, 100 -67, 100 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 13.5 (22.14)  15.5 (23.10)  14.1 (22.43)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 12.8 (19.47) -0.7 (19.72) 13.9 (20.83) -1.2 (21.61) 13.1 (19.85) -0.8 (20.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 13.4 (21.48) -0.8 (20.26) 11.4 (20.37) -4.8 (22.90) 12.8 (21.15) -1.9 (21.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 12.5 (20.81) -1.0 (17.99) 7.6 (20.16) -7.6 (17.41) 11.2 (20.70) -2.7 (18.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 35 35 157 157 

Mean (SD) 9.8 (18.53) -2.5 (23.14) 6.7 (13.53) -7.6 (18.23) 9.1 (17.55) -3.6 (22.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -100, 67 0, 33 -67, 33 0, 100 -100, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 9.0 (17.48) -1.9 (21.39) 9.1 (20.87) -4.0 (16.15) 9.0 (18.25) -2.4 (20.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 8.9 (15.59) -2.1 (21.76) 14.3 (27.02) -1.6 (26.82) 9.9 (18.19) -2.0 (22.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 8.6 (15.51) -2.6 (20.86) 14.8 (28.52) -1.9 (24.18) 9.7 (18.32) -2.5 (21.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 7.5 (14.01) -3.3 (21.61) 11.8 (26.20) -5.9 (17.62) 8.2 (16.69) -3.8 (20.90) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 6.3 (13.13) -2.4 (18.36) 15.6 (27.79) -2.2 (19.79) 7.9 (16.86) -2.4 (18.50) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 6.4 (13.21) -2.5 (17.58) 17.8 (27.79) 0.0 (21.82) 8.4 (17.14) -2.0 (18.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 6.5 (13.28) -2.2 (17.98) 23.8 (33.15) 4.8 (31.64) 9.6 (19.49) -0.9 (21.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 8.0 (14.38) -1.2 (18.27) 7.4 (22.22) -7.4 (36.43) 7.9 (15.51) -2.1 (21.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -67, 67 0, 67 -67, 67 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 9.4 (15.16) 0.6 (19.05) 8.3 (15.43) -8.3 (23.57) 9.3 (15.07) -0.5 (19.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 16.7 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 9.5 (18.00) 0.7 (22.04) 12.5 (17.25) -4.2 (27.82) 9.9 (17.78) 0.0 (22.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 16.7 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Cycle 16       

n 40 40 7 7 47 47 

Mean (SD) 5.0 (12.05) -4.2 (17.19) 9.5 (16.27) -9.5 (25.20) 5.7 (12.66) -5.0 (18.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 5.3 (12.32) -4.4 (17.62) 5.6 (13.61) -16.7 (18.26) 5.3 (12.33) -6.1 (18.00) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 0 0, 33 -67, 33 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 2.7 (9.22) -7.2 (17.80) 5.6 (13.61) -16.7 (18.26) 3.1 (9.80) -8.5 (17.96) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-12-01-qs-chg-c13-pdql-ia.rtf 

908



Protocol BGB-A317-303 Page 202 of 240 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 5.7 (12.75) -4.8 (16.46) 6.7 (14.91) -20.0 (18.26) 5.8 (12.83) -6.7 (17.21) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 0 0, 33 -67, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 5.2 (12.30) -4.2 (11.20) 0.0 (0.00) -26.7 (27.89) 4.5 (11.55) -7.2 (15.98) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -67, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 3.3 (10.17) -6.7 (13.56) 8.3 (16.67) -25.0 (16.67) 3.9 (10.90) -8.8 (14.93) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -33.3, -16.7 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 33 -33, 0 0, 33 -33, 0 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 7.4 (14.12) -3.7 (14.12) 0.0 (0.00) -16.7 (23.57) 6.9 (13.74) -4.6 (14.70) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 3.3 (10.26) -3.3 (14.91) 0.0 (0.00) -16.7 (23.57) 3.0 (9.81) -4.5 (15.59) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 1.8 (7.65) -5.3 (12.49) 0.0 (0.00) -16.7 (23.57) 1.6 (7.27) -6.3 (13.41) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 3.7 (10.78) -3.7 (10.78) 0.0 (0.00) -16.7 (23.57) 3.3 (10.26) -5.0 (12.21) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, 0 0, 33 -33, 0 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) -6.7 (13.80) 0.0 (0.00) -16.7 (23.57) 0.0 (0.00) -7.8 (14.57) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 4.8 (12.10) -2.4 (8.91) 0.0 (0.00) -16.7 (23.57) 4.2 (11.39) -4.2 (11.39) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, 0 0, 33 -33, 0 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) -5.1 (12.52) 0.0 (0.00) -16.7 (23.57) 2.2 (8.61) -6.7 (13.80) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) -5.6 (12.97) 0.0 (0.00) -16.7 (23.57) 2.4 (8.91) -7.1 (14.19) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, 0 0, 33 -33, 0 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 5.6 (12.97) -2.8 (9.62) 0.0 (NE) -33.3 (NE) 5.1 (12.52) -5.1 (12.52) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, -33 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 3.0 (10.05) -6.1 (13.48) 0.0 (NE) -33.3 (NE) 2.8 (9.62) -8.3 (15.08) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, -33 0, 33 -33, 0 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -4.8 (12.60) 0.0 (NE) -33.3 (NE) 4.2 (11.79) -8.3 (15.43) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, -33 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (0.00) 0.0 (NE) -33.3 (NE) 4.8 (12.60) -4.8 (12.60) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 0 0, 0 -33, -33 0, 33 -33, 0 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 16.7 (27.89) 11.1 (17.21) 0.0 (NE) -33.3 (NE) 14.3 (26.23) 4.8 (23.00) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, -33.3 0.0, 33.3 0.0, 33.3 

Min, Max 0, 67 0, 33 0, 0 -33, -33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 22.2 (27.22) 16.7 (18.26)   22.2 (27.22) 16.7 (18.26) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 67 0, 33   0, 67 0, 33 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 6.7 (14.91) 6.7 (14.91)   6.7 (14.91) 6.7 (14.91) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-12-01-qs-chg-c13-pdql-ia.rtf 

917



Protocol BGB-A317-303 Page 211 of 240 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 8.3 (16.67) 8.3 (16.67)   8.3 (16.67) 8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 16.7   0.0, 16.7 0.0, 16.7 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (19.25) 11.1 (19.25)   11.1 (19.25) 11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-12-01-qs-chg-c13-pdql-ia.rtf 

920



Protocol BGB-A317-303 Page 214 of 240 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 13.9 (22.84) 0.0 (24.11) 15.1 (23.70) 0.0 (24.49) 14.3 (23.11) 0.0 (24.18) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 16.2 (24.60)  15.1 (22.06)  15.9 (23.80)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 67  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 14.2 (23.41) -2.2 (17.93) 10.3 (18.64) -4.0 (20.96) 13.0 (22.12) -2.7 (18.87) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -67, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 14.0 (22.72) -2.7 (19.77) 12.9 (22.19) -0.5 (23.74) 13.7 (22.53) -2.0 (20.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 12.2 (23.82) -1.3 (20.84) 9.1 (18.13) -3.0 (24.71) 11.4 (22.52) -1.7 (21.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 67 -67, 67 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 10.7 (20.67) -1.4 (17.35) 6.5 (13.38) -5.6 (18.69) 9.7 (19.30) -2.3 (17.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 33 -67, 33 0, 100 -67, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 9.3 (20.37) -1.9 (21.88) 5.1 (12.14) -8.1 (18.69) 8.3 (18.81) -3.3 (21.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 33 -67, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 7.4 (16.33) -2.5 (18.45) 9.5 (15.43) -7.9 (23.34) 7.8 (16.12) -3.5 (19.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -67, 33 0, 67 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 7.1 (17.75) -3.0 (20.50) 7.4 (14.26) -7.4 (21.56) 7.2 (17.15) -3.7 (20.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 7.9 (17.78) -3.3 (22.25) 5.9 (13.10) -9.8 (19.60) 7.6 (17.01) -4.5 (21.85) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 33 -33, 33 0, 100 -67, 100 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 7.2 (16.04) -3.4 (20.73) 4.4 (11.73) -11.1 (16.27) 6.7 (15.33) -4.8 (20.14) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 0 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 7.8 (17.39) -2.5 (22.54) 4.4 (11.73) -11.1 (16.27) 7.2 (16.50) -4.0 (21.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 0 0, 67 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 5.4 (15.02) -4.3 (20.45) 9.5 (20.37) -7.1 (26.73) 6.1 (16.07) -4.8 (21.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 54 54 9 9 63 63 

Mean (SD) 4.3 (11.30) -4.9 (15.06) 22.2 (33.33) 7.4 (40.06) 6.9 (17.10) -3.2 (20.49) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 14       

n 53 53 8 8 61 61 

Mean (SD) 5.7 (14.23) -3.8 (19.24) 16.7 (25.20) 0.0 (30.86) 7.1 (16.23) -3.3 (20.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 49 49 8 8 57 57 

Mean (SD) 4.8 (13.61) -4.1 (19.99) 12.5 (17.25) -4.2 (21.36) 5.8 (14.26) -4.1 (19.99) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Cycle 16       

n 40 40 7 7 47 47 

Mean (SD) 3.3 (10.13) -5.8 (16.69) 19.0 (26.23) 0.0 (33.33) 5.7 (14.44) -5.0 (19.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 38 38 6 6 44 44 

Mean (SD) 3.5 (10.37) -6.1 (17.08) 22.2 (27.22) 0.0 (36.51) 6.1 (14.86) -5.3 (20.26) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 18       

n 37 37 6 6 43 43 

Mean (SD) 2.7 (9.22) -6.3 (17.28) 16.7 (27.89) -5.6 (25.09) 4.7 (13.77) -6.2 (18.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 35 35 5 5 40 40 

Mean (SD) 2.9 (9.47) -6.7 (17.71) 20.0 (29.81) -6.7 (27.89) 5.0 (14.22) -6.7 (18.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 20       

n 32 32 5 5 37 37 

Mean (SD) 5.2 (12.30) -3.1 (15.52) 26.7 (36.51) 0.0 (23.57) 8.1 (18.27) -2.7 (16.44) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 -33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 30 30 4 4 34 34 

Mean (SD) 4.4 (11.52) -4.4 (14.47) 25.0 (31.91) -8.3 (31.91) 6.9 (15.95) -4.9 (16.68) 

Median 0.0 0.0 16.7 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 50.0 -33.3, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 -33, 33 0, 67 -33, 33 

 

Cycle 22       

n 27 27 2 2 29 29 

Mean (SD) 3.7 (10.68) -6.2 (16.11) 33.3 (47.14) 16.7 (23.57) 5.7 (15.61) -4.6 (17.19) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 20 20 2 2 22 22 

Mean (SD) 3.3 (10.26) -5.0 (16.31) 33.3 (47.14) 16.7 (23.57) 6.1 (16.70) -3.0 (17.55) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 33 0, 67 -33, 33 

 

Cycle 24       

n 19 19 2 2 21 21 

Mean (SD) 3.5 (10.51) -5.3 (16.72) 33.3 (47.14) 16.7 (23.57) 6.3 (17.06) -3.2 (17.97) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 18 18 2 2 20 20 

Mean (SD) 3.7 (10.78) -3.7 (15.71) 33.3 (47.14) 16.7 (23.57) 6.7 (17.44) -1.7 (17.01) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 33 0, 67 -33, 33 

 

Cycle 26       

n 15 15 2 2 17 17 

Mean (SD) 6.7 (13.80) 0.0 (17.82) 33.3 (47.14) 16.7 (23.57) 9.8 (19.60) 2.0 (18.52) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 14 14 2 2 16 16 

Mean (SD) 4.8 (12.10) 0.0 (13.07) 33.3 (47.14) 16.7 (23.57) 8.3 (19.25) 2.1 (14.75) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 33 0, 67 -33, 33 

 

Cycle 28       

n 13 13 2 2 15 15 

Mean (SD) 7.7 (14.62) 2.6 (16.45) 33.3 (47.14) 16.7 (23.57) 11.1 (20.57) 4.4 (17.21) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 12 12 2 2 14 14 

Mean (SD) 5.6 (12.97) 0.0 (14.21) 33.3 (47.14) 16.7 (23.57) 9.5 (20.37) 2.4 (15.82) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 33 0, 67 -33, 33 

 

Cycle 30       

n 12 12 1 1 13 13 

Mean (SD) 11.1 (29.59) 5.6 (31.25) 0.0 (NE) 0.0 (NE) 10.3 (28.50) 5.1 (29.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 0 0, 0 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 11 11 1 1 12 12 

Mean (SD) 3.0 (10.05) 0.0 (14.91) 0.0 (NE) 0.0 (NE) 2.8 (9.62) 0.0 (14.21) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 32       

n 7 7 1 1 8 8 

Mean (SD) 9.5 (25.20) 4.8 (29.99) 0.0 (NE) 0.0 (NE) 8.3 (23.57) 4.2 (27.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (27.22) 5.6 (32.77) 0.0 (NE) 0.0 (NE) 9.5 (25.20) 4.8 (29.99) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 34       

n 6 6 1 1 7 7 

Mean (SD) 22.2 (34.43) 16.7 (40.82) 0.0 (NE) 0.0 (NE) 19.0 (32.53) 14.3 (37.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 6 6 0 0 6 6 

Mean (SD) 16.7 (27.89) 11.1 (34.43)   16.7 (27.89) 11.1 (34.43) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 67 -33, 67   0, 67 -33, 67 

 

Cycle 36       

n 5 5 0 0 5 5 

Mean (SD) 0.0 (0.00) -6.7 (14.91)   0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 38       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 40       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 42       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-12-01-qs-chg-c13-pdql-ia.rtf 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 44       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-12-01-qs-chg-c13-pdql-ia.rtf 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 46       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-12-01-qs-chg-c13-pdql-ia.rtf 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 108 108 64 64 172 172 

Mean (SD) 18.2 (27.86) 0.6 (23.67) 12.5 (24.85) -0.5 (23.38) 16.1 (26.85) 0.2 (23.50) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  27AUG2024 04:59  t-14-02-02-04-12-01-qs-chg-c13-pdql-ia.rtf 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  27AUG2024 02:36  f-14-02-02-04-12-01-series-c13-ia.rtf 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Haemoptysis 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  27AUG2024 02:36  f-14-02-02-04-12-01-series-c13-ia.rtf 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Dyspnoea Scale 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  27AUG2024 02:36  f-14-02-02-04-12-01-series-c13-ia.rtf 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Sore Mouth 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  27AUG2024 02:36  f-14-02-02-04-12-01-series-c13-ia.rtf 

951



Protocol BGB-A317-303 Page 5 of 10 

Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Dysphagia 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  27AUG2024 02:36  f-14-02-02-04-12-01-series-c13-ia.rtf 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Peripheral Neuropathy 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  27AUG2024 02:36  f-14-02-02-04-12-01-series-c13-ia.rtf 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Alopecia 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  27AUG2024 02:36  f-14-02-02-04-12-01-series-c13-ia.rtf 

954



Protocol BGB-A317-303 Page 8 of 10 

Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  27AUG2024 02:36  f-14-02-02-04-12-01-series-c13-ia.rtf 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Pain in Arm or Shoulder 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  27AUG2024 02:36  f-14-02-02-04-12-01-series-c13-ia.rtf 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  27AUG2024 02:36  f-14-02-02-04-12-01-series-c13-ia.rtf 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Coughing          

   Cycle 4 131  -7.88 (1.84) 44  -2.17 (2.83) -5.70 (-11.69, 

0.28) 

-0.31 (-0.63, 

0.02) 

0.0618 

   Cycle 6 107  -10.11 (2.05) 33  -1.41 (3.39) -8.70 (-15.94, 

-1.46) 

-0.44 (-0.80, 

-0.07) 

0.0188 

   Overall Treatment Effect 195 32.55 (24.81) -8.78 (1.70) 84 32.65 (25.45) 0.61 (2.78) -9.39 (-15.12, 

-3.66) 

-0.60 (-0.96, 

-0.23) 

0.0014 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  27AUG2024 04:37  t-14-02-02-04-12-02-eff-mmrmqs-c13-ia.rtf 

958



Protocol BGB-A317-303 Page 2 of 10 
 

Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Haemoptysis          

   Cycle 4 131  0.02 (1.17) 44  -0.51 (1.86) 0.53 (-3.47, 

4.53) 

0.04 (-0.29, 

0.38) 

0.7952 

   Cycle 6 107  0.28 (1.28) 33  -1.69 (2.16) 1.97 (-2.71, 

6.65) 

0.16 (-0.22, 

0.53) 

0.4049 

   Overall Treatment Effect 195 4.87 (13.86) 0.24 (1.97) 84 4.81 (11.77) 2.33 (3.62) -2.09 (-14.14, 

9.96) 

-0.16 (-0.94, 

0.63) 

0.6366 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  27AUG2024 04:37  t-14-02-02-04-12-02-eff-mmrmqs-c13-ia.rtf 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Dyspnoea Scale          

   Cycle 4 131  0.56 (1.36) 44  -0.86 (2.11) 1.42 (-3.15, 

5.98) 

0.10 (-0.21, 

0.41) 

0.5410 

   Cycle 6 107  0.59 (1.51) 33  0.22 (2.43) 0.37 (-4.95, 

5.68) 

0.02 (-0.31, 

0.35) 

0.8921 

   Overall Treatment Effect 195 19.60 (14.68) -0.26 (1.22) 84 20.85 (18.02) 1.68 (1.96) -1.94 (-6.06, 

2.18) 

-0.16 (-0.50, 

0.18) 

0.3545 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Sore Mouth          

   Cycle 4 131  1.11 (1.01) 44  2.27 (1.58) -1.16 (-4.64, 

2.31) 

-0.10 (-0.40, 

0.20) 

0.5101 

   Cycle 6 107  -0.42 (0.95) 33  5.01 (1.61) -5.44 (-8.88, 

-1.99) 

-0.62 (-1.02, 

-0.22) 

0.0023 

   Overall Treatment Effect 195 1.42 (6.74) 1.41 (0.71) 84 1.72 (7.41) 3.40 (1.20) -1.99 (-4.41, 

0.43) 

-0.33 (-0.74, 

0.07) 

0.1068 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  27AUG2024 04:37  t-14-02-02-04-12-02-eff-mmrmqs-c13-ia.rtf 

961



Protocol BGB-A317-303 Page 5 of 10 
 

Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Dysphagia          

   Cycle 4 131  0.77 (0.90) 44  -0.87 (1.36) 1.64 (-1.22, 

4.51) 

0.18 (-0.13, 

0.48) 

0.2597 

   Cycle 6 107  0.32 (1.07) 33  2.88 (1.71) -2.56 (-6.26, 

1.15) 

-0.23 (-0.56, 

0.10) 

0.1752 

   Overall Treatment Effect 195 3.46 (11.18) 0.65 (0.81) 84 2.41 (9.92) 0.16 (1.24) 0.49 (-2.05, 

3.02) 

0.06 (-0.26, 

0.39) 

0.7048 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Peripheral Neuropathy          

   Cycle 4 131  0.25 (1.31) 44  1.57 (2.00) -1.32 (-5.59, 

2.95) 

-0.10 (-0.41, 

0.21) 

0.5420 

   Cycle 6 107  -1.63 (1.43) 33  3.85 (2.32) -5.47 (-10.42, 

-0.52) 

-0.39 (-0.74, 

-0.04) 

0.0305 

   Overall Treatment Effect 195 8.02 (20.10) -0.12 (1.13) 84 5.50 (15.72) 5.55 (1.83) -5.67 (-9.37, 

-1.97) 

-0.56 (-0.92, 

-0.19) 

0.0029 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Alopecia          

   Cycle 4 131  -4.82 (1.95) 44  31.17 (3.07) -35.98 (-42.67, 

-29.30) 

-1.71 (-2.07, 

-1.35) 

< 0.0001 

   Cycle 6 107  -7.02 (1.88) 33  33.87 (3.03) -40.88 (-47.40, 

-34.36) 

-2.12 (-2.52, 

-1.72) 

< 0.0001 

   Overall Treatment Effect 195 7.86 (18.39) -6.17 (1.55) 84 11.34 (24.00) 31.32 (2.48) -37.49 (-42.60, 

-32.38) 

-2.56 (-3.00, 

-2.12) 

< 0.0001 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Pain in Chest          

   Cycle 4 131  -1.93 (1.61) 44  -1.87 (2.49) -0.06 (-5.45, 

5.33) 

-0.00 (-0.31, 

0.31) 

0.9832 

   Cycle 6 107  0.47 (1.84) 33  -0.39 (3.04) 0.86 (-5.76, 

7.49) 

0.05 (-0.31, 

0.40) 

0.7970 

   Overall Treatment Effect 195 16.67 (20.91) -2.50 (1.34) 84 14.09 (21.43) 1.66 (2.14) -4.16 (-8.54, 

0.23) 

-0.33 (-0.67, 

0.02) 

0.0629 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Pain in Arm or Shoulder          

   Cycle 4 131  -0.04 (1.55) 44  -4.39 (2.39) 4.35 (-0.75, 

9.46) 

0.27 (-0.05, 

0.59) 

0.0942 

   Cycle 6 107  -1.85 (1.73) 33  -2.74 (2.83) 0.89 (-5.21, 

6.98) 

0.05 (-0.30, 

0.40) 

0.7743 

   Overall Treatment Effect 195 13.52 (22.14) -1.41 (1.40) 84 15.46 (23.10) -1.46 (2.28) 0.04 (-4.65, 

4.74) 

0.00 (-0.35, 

0.36) 

0.9854 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  27AUG2024 04:37  t-14-02-02-04-12-02-eff-mmrmqs-c13-ia.rtf 

966



Protocol BGB-A317-303 Page 10 of 10 
 

Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Pain in Other Parts          

   Cycle 4 131  -0.94 (1.83) 44  -2.00 (2.92) 1.05 (-5.34, 

7.44) 

0.05 (-0.27, 

0.37) 

0.7456 

   Cycle 6 107  -2.08 (1.90) 33  -6.88 (3.20) 4.80 (-2.13, 

11.74) 

0.26 (-0.12, 

0.64) 

0.1734 

   Overall Treatment Effect 195 16.19 (24.60) -1.50 (1.44) 84 15.12 (22.06) -4.31 (2.36) 2.81 (-2.11, 

7.73) 

0.20 (-0.15, 

0.56) 

0.2609 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.3: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

 Coughing 214 37 (17.3) NR (NE, NE) 103 20 (19.4) 9.9 (5.6, NE) 0.717 (0.412, 1.247) 0.2336 

 

 Haemoptysis 214 19 (8.9) NR (NE, NE) 103 7 (6.8) NR (NE, NE) 0.792 (0.324, 1.937) 0.6034 

 

 Dyspnoea Scale 214 57 (26.6) NR (9.9, NE) 103 29 (28.2) 7.7 (4.9, NE) 0.702 (0.445, 1.108) 0.1199 

 

 Sore Mouth 214 17 (7.9) NR (NE, NE) 103 10 (9.7) NR (NE, NE) 0.533 (0.239, 1.190) 0.1191 

 

 Dysphagia 214 10 (4.7) NR (NE, NE) 103 6 (5.8) NR (NE, NE) 0.625 (0.225, 1.731) 0.3631 

 

 Peripheral Neuropathy 214 26 (12.1) NR (NE, NE) 103 12 (11.7) NR (6.9, NE) 0.699 (0.345, 1.417) 0.3153 

 

 Alopecia 214 10 (4.7) NR (NE, NE) 103 48 (46.6) 2.1 (0.9, 2.8) 0.046 (0.022, 0.096) <0.0001 

 

 Pain in Chest 214 25 (11.7) 31.3 (31.3, NE) 103 8 (7.8) NR (NE, NE) 0.980 (0.432, 2.220) 0.9556 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.2.2.4.12.3: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

 Pain in Arm or Shoulder 214 41 (19.2) 24.5 (24.5, NE) 103 8 (7.8) NR (NE, NE) 1.998 (0.929, 4.296) 0.0717 

 

 Pain in Other Parts 214 33 (15.4) NR (21.6, NE) 103 10 (9.7) NR (12.5, NE) 1.131 (0.550, 2.325) 0.7374 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Coughing
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T islelizumab: n = 214, events = 37, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 20, Median: 9.9, 95% CI: 5.6 - NE

HR (95% CI): 0.717 (0.412, 1.247)

Log-rank test p-value: 0.2336

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Haemoptysis
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T islelizumab: n = 214, events = 19, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.792 (0.324, 1.937)

Log-rank test p-value: 0.6034

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Dyspnoea Scale
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T islelizumab: n = 214, events = 57, Median: NR, 95% CI: 9.9 - NE

Docetaxel: n = 103, events = 29, Median: 7.7, 95% CI: 4.9 - NE

HR (95% CI): 0.702 (0.445, 1.108)

Log-rank test p-value: 0.1199

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Sore Mouth
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T islelizumab: n = 214, events = 17, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.533 (0.239, 1.190)

Log-rank test p-value: 0.1191

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Dysphagia
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T islelizumab: n = 214, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.625 (0.225, 1.731)

Log-rank test p-value: 0.3631

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Peripheral Neuropathy
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T islelizumab: n = 214, events = 26, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 12, Median: NR, 95% CI: 6.9 - NE

HR (95% CI): 0.699 (0.345, 1.417)

Log-rank test p-value: 0.3153

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Alopecia
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T islelizumab: n = 214, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 48, Median: 2.1, 95% CI: 0.9 - 2.8

HR (95% CI): 0.046 (0.022, 0.096)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Pain in Chest
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T islelizumab: n = 214, events = 25, Median: 31.3, 95% CI: 31.3 - NE

Docetaxel: n = 103, events = 8, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.980 (0.432, 2.220)

Log-rank test p-value: 0.9556

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Pain in Arm or Shoulder
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T islelizumab: n = 214, events = 41, Median: 24.5, 95% CI: 24.5 - NE

Docetaxel: n = 103, events = 8, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.998 (0.929, 4.296)

Log-rank test p-value: 0.0717

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Pain in Other Parts
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T islelizumab: n = 214, events = 33, Median: NR, 95% CI: 21.6 - NE

Docetaxel: n = 103, events = 10, Median: NR, 95% CI: 12.5 - NE

HR (95% CI): 1.131 (0.550, 2.325)

Log-rank test p-value: 0.7374

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 25 (17.5) NR (13.9, NE) 66 13 (19.7) NR (5.6, NE) 0.727 (0.370, 1.428) 0.3503 

   Age >= 65 Years 71 12 (16.9) NR (NE, NE) 37 7 (18.9) 6.9 (3.9, NE) 0.554 (0.209, 1.473) 0.2303 

   Interaction        0.7292 

 

Sex         

   Male 166 29 (17.5) NR (NE, NE) 76 12 (15.8) 9.9 (5.2, NE) 0.781 (0.393, 1.550) 0.4743 

   Female 48 8 (16.7) NR (13.2, NE) 27 8 (29.6) NR (2.9, NE) 0.484 (0.182, 1.293) 0.1368 

   Interaction        0.3635 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 28 (16.7) NR (NE, NE) 88 14 (15.9) NR (5.6, NE) 0.786 (0.410, 1.505) 0.4628 

   White 38 7 (18.4) NR (NE, NE) 13 4 (30.8) 6.9 (0.8, NE) 0.554 (0.161, 1.907) 0.3409 

   Other 8 2 (25.0) NR (1.4, NE) 2 2 (100.0) 0.7 (0.7, NE) 0.000 (0.000, NE) 0.0009 

   Interaction        0.1278 

 

Region         

   China 167 28 (16.8) NR (NE, NE) 88 14 (15.9) NR (5.6, NE) 0.786 (0.410, 1.505) 0.4628 

   Europe 32 5 (15.6) NR (NE, NE) 13 4 (30.8) 6.9 (0.8, NE) 0.460 (0.122, 1.736) 0.2410 

   Other 15 4 (26.7) NR (1.5, NE) 2 2 (100.0) 0.7 (0.7, NE) 0.053 (0.005, 0.593) 0.0012 

   Interaction        0.1031 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 13 (26.0) NR (9.1, NE) 19 4 (21.1) NR (0.8, NE) 0.830 (0.269, 2.559) 0.7490 

   1 164 24 (14.6) NR (NE, NE) 84 16 (19.0) 9.9 (5.6, NE) 0.561 (0.293, 1.072) 0.0749 

   Interaction        0.6019 

 

Smoking Status         

   Current or Former 154 28 (18.2) NR (NE, NE) 66 11 (16.7) 9.9 (5.2, NE) 0.818 (0.402, 1.664) 0.5763 

   Never 60 9 (15.0) NR (13.2, NE) 37 9 (24.3) NR (4.1, NE) 0.477 (0.189, 1.208) 0.1101 

   Interaction        0.3576 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 27 (21.6) NR (13.9, NE) 62 12 (19.4) NR (5.6, NE) 0.977 (0.494, 1.934) 0.9430 

   Squamous 89 10 (11.2) NR (NE, NE) 41 8 (19.5) NR (5.2, NE) 0.314 (0.117, 0.843) 0.0160 

   Interaction        0.0843 

 

EGFR mutation at baseline         

   Wild type 143 29 (20.3) NR (NE, NE) 73 15 (20.5) NR (6.9, NE) 0.833 (0.445, 1.560) 0.5645 

   Unknown 71 8 (11.3) NR (NE, NE) 30 5 (16.7) 5.2 (3.9, NE) 0.324 (0.098, 1.079) 0.0546 

   Interaction        0.2991 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 21 (19.4) NR (NE, NE) 48 8 (16.7) 9.9 (9.9, NE) 0.930 (0.406, 2.131) 0.8693 

   Unknown 106 16 (15.1) NR (NE, NE) 55 12 (21.8) NR (5.2, NE) 0.523 (0.246, 1.112) 0.0860 

   Interaction        0.4739 

 

Line of therapy         

   Second 180 32 (17.8) NR (NE, NE) 88 17 (19.3) NR (5.6, NE) 0.724 (0.399, 1.313) 0.2819 

   Third 34 5 (14.7) NR (12.7, NE) 15 3 (20.0) 6.9 (0.7, NE) 0.382 (0.083, 1.751) 0.1994 

   Interaction        0.5066 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 5 (15.6) NR (6.2, NE) 8 1 (12.5) NR (4.1, NE) 0.923 (0.105, 8.107) 0.9422 

   Metastatic 182 32 (17.6) NR (NE, NE) 95 19 (20.0) 9.9 (5.6, NE) 0.678 (0.382, 1.205) 0.1811 

   Interaction        0.6810 

 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (2.8, NE) 9 1 (11.1) NR (0.8, NE) 0.949 (0.080, 11.248) 0.9669 

   No 201 35 (17.4) NR (NE, NE) 94 19 (20.2) 9.9 (5.6, NE) 0.638 (0.361, 1.126) 0.1164 

   Interaction        0.5354 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 3 (18.8) NR (1.4, NE) 0.230 (0.024, 2.220) 0.1655 

   No 187 36 (19.3) NR (NE, NE) 87 17 (19.5) NR (5.6, NE) 0.743 (0.414, 1.332) 0.3147 

   Interaction        0.2032 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 15 (10.5) NR (NE, NE) 66 6 (9.1) NR (7.4, NE) 0.851 (0.329, 2.204) 0.7417 

   Age >= 65 Years 71 4 (5.6) NR (17.6, NE) 37 1 (2.7) NR (3.9, NE) 1.173 (0.124, 11.127) 0.8920 

   Interaction        0.7323 

 

Sex         

   Male 166 19 (11.4) NR (NE, NE) 76 5 (6.6) NR (NE, NE) 1.154 (0.425, 3.132) 0.7771 

   Female 48 0 (0.0) NR (NE, NE) 27 2 (7.4) NR (5.5, NE) 0.000 (0.000, NE) 0.0284 

   Interaction        0.9911 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 15 (8.9) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 0.837 (0.319, 2.195) 0.7187 

   White 38 2 (5.3) NR (NE, NE) 13 1 (7.7) NR (5.5, NE) 0.555 (0.050, 6.193) 0.6277 

   Other 8 2 (25.0) NR (0.7, NE) 2 0 (0.0) NR (NE, NE) 38680362.811 (0.000, 

NE) 

0.4208 

   Interaction        0.9379 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 15 (9.0) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 0.837 (0.319, 2.195) 0.7187 

   Europe 32 1 (3.1) NR (NE, NE) 13 1 (7.7) NR (5.5, NE) 0.302 (0.019, 4.825) 0.3686 

   Other 15 3 (20.0) NR (2.8, NE) 2 0 (0.0) NR (NE, NE) 11404251.831 (0.000, 

NE) 

0.4811 

   Interaction        0.8128 

 

ECOG performance-status score         

   0 50 5 (10.0) NR (NE, NE) 19 2 (10.5) NR (7.4, NE) 0.573 (0.110, 2.980) 0.5031 

   1 164 14 (8.5) NR (NE, NE) 84 5 (6.0) NR (NE, NE) 1.023 (0.363, 2.884) 0.9667 

   Interaction        0.5685 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 19 (12.3) NR (NE, NE) 66 5 (7.6) NR (NE, NE) 1.082 (0.398, 2.942) 0.8748 

   Never 60 0 (0.0) NR (NE, NE) 37 2 (5.4) NR (5.5, NE) 0.000 (0.000, NE) 0.0269 

   Interaction        0.9907 

 

Histology         

   Non-squamous 125 7 (5.6) NR (NE, NE) 62 4 (6.5) NR (NE, NE) 0.655 (0.191, 2.252) 0.4993 

   Squamous 89 12 (13.5) NR (17.6, NE) 41 3 (7.3) NR (NE, NE) 1.063 (0.287, 3.944) 0.9307 

   Interaction        0.5954 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 7 (4.9) NR (NE, NE) 73 4 (5.5) NR (NE, NE) 0.632 (0.183, 2.185) 0.4656 

   Unknown 71 12 (16.9) 17.6 (17.6, NE) 30 3 (10.0) NR (3.9, NE) 0.940 (0.254, 3.486) 0.9215 

   Interaction        0.6344 

 

ALK rearrangement at baseline         

   Wild type 108 8 (7.4) NR (NE, NE) 48 3 (6.3) NR (7.4, NE) 0.730 (0.184, 2.897) 0.6530 

   Unknown 106 11 (10.4) NR (17.6, NE) 55 4 (7.3) NR (NE, NE) 1.180 (0.375, 3.712) 0.7764 

   Interaction        0.5084 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 12 (6.7) NR (NE, NE) 88 7 (8.0) NR (NE, NE) 0.560 (0.218, 1.443) 0.2238 

   Third 34 7 (20.6) NR (17.6, NE) 15 0 (0.0) NR (NE, NE) 14172078.717 (0.000, 

NE) 

0.1623 

   Interaction        0.9914 

 

Disease Stage         

   Locally advanced 32 5 (15.6) NR (7.0, NE) 8 3 (37.5) 5.5 (0.7, NE) 0.288 (0.063, 1.314) 0.0870 

   Metastatic 182 14 (7.7) NR (NE, NE) 95 4 (4.2) NR (NE, NE) 1.175 (0.382, 3.616) 0.7786 

   Interaction        0.0945 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 9 0 (0.0) NR (NE, NE) 55002863.742 (0.000, 

NE) 

0.4250 

   No 201 18 (9.0) NR (NE, NE) 94 7 (7.4) NR (NE, NE) 0.806 (0.332, 1.954) 0.6320 

   Interaction        0.9892 

 

Liver metastases at baseline         

   Yes 27 2 (7.4) 9.3 (6.0, NE) 16 1 (6.3) NR (3.9, NE) 0.000 (0.000, NE) 0.3173 

   No 187 17 (9.1) NR (NE, NE) 87 6 (6.9) NR (NE, NE) 0.932 (0.364, 2.387) 0.8840 

   Interaction        0.8569 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 35 (24.5) NR (NE, NE) 66 20 (30.3) 7.7 (2.8, NE) 0.610 (0.350, 1.063) 0.0781 

   Age >= 65 Years 71 22 (31.0) NR (5.0, NE) 37 9 (24.3) 6.9 (3.6, NE) 0.911 (0.410, 2.026) 0.8059 

   Interaction        0.2584 

 

Sex         

   Male 166 39 (23.5) NR (NE, NE) 76 19 (25.0) 7.9 (3.6, NE) 0.703 (0.403, 1.226) 0.2078 

   Female 48 18 (37.5) 9.1 (3.4, NE) 27 10 (37.0) 4.9 (0.8, NE) 0.743 (0.338, 1.634) 0.4539 

   Interaction        0.8397 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 36 (21.4) NR (NE, NE) 88 26 (29.5) 7.7 (3.5, NE) 0.517 (0.309, 0.864) 0.0100 

   White 38 16 (42.1) 9.1 (1.7, NE) 13 2 (15.4) NR (6.9, NE) 2.396 (0.540, 10.632) 0.2347 

   Other 8 5 (62.5) 3.5 (0.7, NE) 2 1 (50.0) 4.9 (NE, NE) 2.139 (0.240, 19.102) 0.4906 

   Interaction        0.0867 

 

Region         

   China 167 36 (21.6) NR (NE, NE) 88 26 (29.5) 7.7 (3.5, NE) 0.517 (0.309, 0.864) 0.0100 

   Europe 32 14 (43.8) 9.0 (1.5, NE) 13 2 (15.4) NR (6.9, NE) 2.756 (0.616, 12.330) 0.1655 

   Other 15 7 (46.7) 9.1 (0.7, NE) 2 1 (50.0) 4.9 (NE, NE) 1.027 (0.123, 8.568) 0.9971 

   Interaction        0.0926 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 16 (32.0) NR (4.1, NE) 19 6 (31.6) 4.9 (0.8, NE) 0.540 (0.207, 1.407) 0.1990 

   1 164 41 (25.0) NR (9.1, NE) 84 23 (27.4) 7.7 (6.9, NE) 0.728 (0.433, 1.225) 0.2231 

   Interaction        0.7794 

 

Smoking Status         

   Current or Former 154 42 (27.3) NR (8.3, NE) 66 16 (24.2) 7.9 (3.6, NE) 0.900 (0.503, 1.612) 0.7133 

   Never 60 15 (25.0) NR (9.0, NE) 37 13 (35.1) 4.9 (0.9, NE) 0.457 (0.211, 0.987) 0.0397 

   Interaction        0.1713 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 35 (28.0) NR (9.1, NE) 62 20 (32.3) 6.9 (3.5, NE) 0.701 (0.402, 1.222) 0.1977 

   Squamous 89 22 (24.7) NR (5.7, NE) 41 9 (22.0) 7.9 (3.6, NE) 0.750 (0.340, 1.651) 0.4745 

   Interaction        0.8238 

 

EGFR mutation at baseline         

   Wild type 143 41 (28.7) NR (9.0, NE) 73 22 (30.1) 6.9 (3.5, NE) 0.749 (0.443, 1.268) 0.2709 

   Unknown 71 16 (22.5) NR (6.2, NE) 30 7 (23.3) 7.9 (3.6, NE) 0.655 (0.267, 1.610) 0.3494 

   Interaction        0.8345 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 30 (27.8) NR (9.9, NE) 48 10 (20.8) NR (NE, NE) 1.050 (0.508, 2.172) 0.9006 

   Unknown 106 27 (25.5) NR (5.7, NE) 55 19 (34.5) 6.9 (3.5, 9.9) 0.582 (0.322, 1.050) 0.0652 

   Interaction        0.3681 

 

Line of therapy         

   Second 180 47 (26.1) NR (9.9, NE) 88 23 (26.1) 7.9 (4.9, NE) 0.771 (0.465, 1.278) 0.3027 

   Third 34 10 (29.4) NR (3.5, NE) 15 6 (40.0) 3.6 (0.7, NE) 0.405 (0.142, 1.153) 0.0789 

   Interaction        0.3056 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 9 (28.1) NR (5.7, NE) 8 3 (37.5) 7.9 (0.7, NE) 0.528 (0.138, 2.017) 0.3378 

   Metastatic 182 48 (26.4) NR (9.9, NE) 95 26 (27.4) 7.7 (4.9, NE) 0.736 (0.454, 1.195) 0.2082 

   Interaction        0.8581 

 

Brain metastases at baseline         

   Yes 13 5 (38.5) 2.1 (0.7, NE) 9 3 (33.3) NR (0.7, NE) 0.995 (0.232, 4.259) 0.9738 

   No 201 52 (25.9) NR (9.9, NE) 94 26 (27.7) 7.7 (4.9, NE) 0.694 (0.430, 1.120) 0.1258 

   Interaction        0.8033 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 3 (11.1) NR (1.5, NE) 16 4 (25.0) NR (1.5, NE) 0.616 (0.138, 2.758) 0.5197 

   No 187 54 (28.9) NR (9.1, NE) 87 25 (28.7) 7.7 (4.9, NE) 0.735 (0.454, 1.191) 0.2042 

   Interaction        0.4899 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 10 (7.0) NR (NE, NE) 66 7 (10.6) NR (NE, NE) 0.483 (0.182, 1.284) 0.1389 

   Age >= 65 Years 71 7 (9.9) NR (NE, NE) 37 3 (8.1) NR (NE, NE) 0.679 (0.171, 2.696) 0.5803 

   Interaction        0.5480 

 

Sex         

   Male 166 12 (7.2) NR (NE, NE) 76 7 (9.2) NR (NE, NE) 0.513 (0.199, 1.321) 0.1598 

   Female 48 5 (10.4) NR (17.6, NE) 27 3 (11.1) NR (3.6, NE) 0.591 (0.131, 2.667) 0.4848 

   Interaction        0.7372 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 9 (5.4) NR (NE, NE) 88 9 (10.2) NR (NE, NE) 0.361 (0.141, 0.922) 0.0271 

   White 38 4 (10.5) NR (9.9, NE) 13 1 (7.7) NR (2.1, NE) 1.064 (0.116, 9.736) 0.9563 

   Other 8 4 (50.0) 6.3 (0.8, NE) 2 0 (0.0) NR (NE, NE) 39435977.140 (0.000, 

NE) 

0.2497 

   Interaction        0.5847 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 9 (5.4) NR (NE, NE) 88 9 (10.2) NR (NE, NE) 0.361 (0.141, 0.922) 0.0271 

   Europe 32 4 (12.5) NR (9.9, NE) 13 1 (7.7) NR (2.1, NE) 1.288 (0.140, 11.861) 0.8225 

   Other 15 4 (26.7) NR (5.1, NE) 2 0 (0.0) NR (NE, NE) 11529346.457 (0.000, 

NE) 

0.4168 

   Interaction        0.4825 

 

ECOG performance-status score         

   0 50 6 (12.0) NR (9.9, NE) 19 1 (5.3) NR (3.6, NE) 1.259 (0.150, 10.594) 0.8317 

   1 164 11 (6.7) NR (NE, NE) 84 9 (10.7) NR (NE, NE) 0.464 (0.191, 1.131) 0.0840 

   Interaction        0.3268 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 11 (7.1) NR (NE, NE) 66 9 (13.6) NR (NE, NE) 0.312 (0.127, 0.768) 0.0077 

   Never 60 6 (10.0) NR (17.6, NE) 37 1 (2.7) NR (NE, NE) 2.627 (0.305, 22.617) 0.3620 

   Interaction        0.0523 

 

Histology         

   Non-squamous 125 11 (8.8) NR (NE, NE) 62 4 (6.5) NR (NE, NE) 1.042 (0.329, 3.303) 0.9413 

   Squamous 89 6 (6.7) NR (NE, NE) 41 6 (14.6) NR (3.5, NE) 0.240 (0.075, 0.765) 0.0092 

   Interaction        0.0850 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 11 (7.7) NR (NE, NE) 73 6 (8.2) NR (NE, NE) 0.671 (0.245, 1.839) 0.4354 

   Unknown 71 6 (8.5) NR (NE, NE) 30 4 (13.3) NR (3.6, NE) 0.362 (0.100, 1.310) 0.1068 

   Interaction        0.4503 

 

ALK rearrangement at baseline         

   Wild type 108 6 (5.6) NR (NE, NE) 48 5 (10.4) NR (3.5, NE) 0.256 (0.070, 0.941) 0.0279 

   Unknown 106 11 (10.4) NR (NE, NE) 55 5 (9.1) NR (NE, NE) 0.949 (0.329, 2.734) 0.9218 

   Interaction        0.1277 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 15 (8.3) NR (NE, NE) 88 10 (11.4) NR (NE, NE) 0.515 (0.229, 1.158) 0.1034 

   Third 34 2 (5.9) NR (7.6, NE) 15 0 (0.0) NR (NE, NE) 11180789.351 (0.000, 

NE) 

0.5831 

   Interaction        0.9911 

 

Disease Stage         

   Locally advanced 32 2 (6.3) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12704724.010 (0.000, 

NE) 

0.4822 

   Metastatic 182 15 (8.2) NR (NE, NE) 95 10 (10.5) NR (NE, NE) 0.508 (0.225, 1.146) 0.0976 

   Interaction        0.9915 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (1.4, NE) 9 0 (0.0) NR (NE, NE) 52307174.337 (0.000, 

NE) 

0.2726 

   No 201 15 (7.5) NR (NE, NE) 94 10 (10.6) NR (NE, NE) 0.466 (0.207, 1.051) 0.0604 

   Interaction        0.9888 

 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 0.697 (0.044, 11.138) 0.7972 

   No 187 16 (8.6) NR (NE, NE) 87 9 (10.3) NR (NE, NE) 0.537 (0.235, 1.228) 0.1366 

   Interaction        0.9748 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 4 (2.8) -- 66 4 (6.1) -- -- -- 

   Age >= 65 Years 71 6 (8.5) -- 37 2 (5.4) -- -- -- 

   Interaction        -- 

 

Sex         

   Male 166 6 (3.6) NR (NE, NE) 76 5 (6.6) NR (NE, NE) 0.415 (0.125, 1.378) 0.1388 

   Female 48 4 (8.3) NR (NE, NE) 27 1 (3.7) NR (NE, NE) 1.957 (0.218, 17.560) 0.5411 

   Interaction        0.2136 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 6 (3.6) NR (NE, NE) 88 5 (5.7) NR (NE, NE) 0.531 (0.162, 1.744) 0.2893 

   White 38 3 (7.9) NR (NE, NE) 13 1 (7.7) NR (NE, NE) 0.706 (0.070, 7.089) 0.7667 

   Other 8 1 (12.5) NR (5.1, NE) 2 0 (0.0) NR (NE, NE) 34623110.066 (0.000, 

NE) 

0.6171 

   Interaction        0.9126 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 6 (3.6) NR (NE, NE) 88 5 (5.7) NR (NE, NE) 0.531 (0.162, 1.744) 0.2893 

   Europe 32 2 (6.3) NR (9.0, NE) 13 1 (7.7) NR (NE, NE) 0.506 (0.042, 6.111) 0.5858 

   Other 15 2 (13.3) NR (5.1, NE) 2 0 (0.0) NR (NE, NE) 11090255.039 (0.000, 

NE) 

0.5860 

   Interaction        0.9706 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (NE, NE) 19 0 (0.0) NR (NE, NE) 12737130.143 (0.000, 

NE) 

0.6171 

   1 164 9 (5.5) NR (NE, NE) 84 6 (7.1) NR (NE, NE) 0.631 (0.223, 1.783) 0.3834 

   Interaction        0.9918 

 

Smoking Status         

   Current or Former 154 7 (4.5) NR (NE, NE) 66 6 (9.1) NR (NE, NE) 0.374 (0.124, 1.129) 0.0706 

   Never 60 3 (5.0) NR (NE, NE) 37 0 (0.0) NR (NE, NE) 17670959.162 (0.000, 

NE) 

0.2167 

   Interaction        0.9918 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 5 (4.0) -- 62 3 (4.8) -- -- -- 

   Squamous 89 5 (5.6) -- 41 3 (7.3) -- -- -- 

   Interaction        -- 

 

EGFR mutation at baseline         

   Wild type 143 5 (3.5) -- 73 3 (4.1) -- -- -- 

   Unknown 71 5 (7.0) -- 30 3 (10.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 4 (3.7) NR (NE, NE) 48 1 (2.1) NR (NE, NE) 1.333 (0.144, 12.341) 0.7981 

   Unknown 106 6 (5.7) NR (NE, NE) 55 5 (9.1) NR (NE, NE) 0.512 (0.156, 1.680) 0.2622 

   Interaction        0.4582 

 

Line of therapy         

   Second 180 9 (5.0) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 0.561 (0.198, 1.590) 0.2725 

   Third 34 1 (2.9) NR (NE, NE) 15 0 (0.0) NR (NE, NE) 14568580.356 (0.000, 

NE) 

0.5514 

   Interaction        0.9928 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 3 (9.4) NR (NE, NE) 8 1 (12.5) NR (3.0, NE) 0.704 (0.073, 6.820) 0.7532 

   Metastatic 182 7 (3.8) NR (NE, NE) 95 5 (5.3) NR (NE, NE) 0.545 (0.171, 1.737) 0.2999 

   Interaction        0.8618 

 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (2.8, NE) 9 1 (11.1) NR (0.7, NE) 0.461 (0.028, 7.636) 0.5797 

   No 201 9 (4.5) NR (NE, NE) 94 5 (5.3) NR (NE, NE) 0.646 (0.214, 1.949) 0.4361 

   Interaction        0.8578 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 18275214.393 (0.000, 

NE) 

0.4602 

   No 187 9 (4.8) NR (NE, NE) 87 6 (6.9) NR (NE, NE) 0.511 (0.180, 1.450) 0.2006 

   Interaction        0.9921 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 15 (10.5) NR (NE, NE) 66 7 (10.6) NR (6.9, NE) 0.745 (0.302, 1.840) 0.5230 

   Age >= 65 Years 71 11 (15.5) NR (NE, NE) 37 5 (13.5) 6.9 (5.3, NE) 0.657 (0.221, 1.956) 0.4430 

   Interaction        0.9246 

 

Sex         

   Male 166 13 (7.8) NR (NE, NE) 76 9 (11.8) NR (5.3, NE) 0.423 (0.178, 1.010) 0.0461 

   Female 48 13 (27.1) NR (6.4, NE) 27 3 (11.1) NR (6.9, NE) 2.205 (0.627, 7.750) 0.2048 

   Interaction        0.0322 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 16 (9.5) NR (NE, NE) 88 7 (8.0) NR (NE, NE) 0.882 (0.360, 2.162) 0.7825 

   White 38 9 (23.7) NR (6.4, NE) 13 5 (38.5) 6.9 (0.8, NE) 0.470 (0.153, 1.444) 0.1717 

   Other 8 1 (12.5) NR (4.2, NE) 2 0 (0.0) NR (NE, NE) 34623110.066 (0.000, 

NE) 

0.6171 

   Interaction        0.8284 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 16 (9.6) NR (NE, NE) 88 7 (8.0) NR (NE, NE) 0.882 (0.360, 2.162) 0.7825 

   Europe 32 8 (25.0) NR (5.6, NE) 13 5 (38.5) 6.9 (0.8, NE) 0.616 (0.201, 1.887) 0.3821 

   Other 15 2 (13.3) NR (4.2, NE) 2 0 (0.0) NR (NE, NE) 35321435.006 (0.000, 

NE) 

0.4997 

   Interaction        0.9131 

 

ECOG performance-status score         

   0 50 5 (10.0) NR (13.9, NE) 19 1 (5.3) NR (NE, NE) 1.151 (0.133, 9.993) 0.8985 

   1 164 21 (12.8) NR (NE, NE) 84 11 (13.1) NR (5.4, NE) 0.721 (0.344, 1.513) 0.3820 

   Interaction        0.6837 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 15 (9.7) NR (NE, NE) 66 8 (12.1) NR (5.3, NE) 0.498 (0.207, 1.197) 0.1119 

   Never 60 11 (18.3) NR (9.1, NE) 37 4 (10.8) NR (6.9, NE) 1.387 (0.440, 4.376) 0.5746 

   Interaction        0.1776 

 

Histology         

   Non-squamous 125 16 (12.8) NR (NE, NE) 62 5 (8.1) NR (6.9, NE) 1.353 (0.495, 3.700) 0.5549 

   Squamous 89 10 (11.2) NR (13.9, NE) 41 7 (17.1) 5.3 (4.3, NE) 0.271 (0.093, 0.789) 0.0107 

   Interaction        0.0733 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 18 (12.6) NR (NE, NE) 73 6 (8.2) NR (6.9, NE) 1.202 (0.474, 3.044) 0.6989 

   Unknown 71 8 (11.3) NR (13.9, NE) 30 6 (20.0) 5.3 (3.0, NE) 0.249 (0.078, 0.792) 0.0110 

   Interaction        0.0587 

 

ALK rearrangement at baseline         

   Wild type 108 15 (13.9) NR (NE, NE) 48 2 (4.2) NR (4.3, NE) 2.416 (0.544, 10.733) 0.2308 

   Unknown 106 11 (10.4) NR (13.9, NE) 55 10 (18.2) NR (5.4, NE) 0.438 (0.185, 1.034) 0.0527 

   Interaction        0.0834 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 23 (12.8) NR (NE, NE) 88 10 (11.4) NR (6.9, NE) 0.825 (0.390, 1.747) 0.6136 

   Third 34 3 (8.8) NR (7.7, NE) 15 2 (13.3) 6.9 (NE, NE) 0.253 (0.034, 1.898) 0.1513 

   Interaction        0.4019 

 

Disease Stage         

   Locally advanced 32 3 (9.4) NR (13.9, NE) 8 3 (37.5) 6.9 (0.7, NE) 0.118 (0.019, 0.730) 0.0063 

   Metastatic 182 23 (12.6) NR (NE, NE) 95 9 (9.5) NR (6.9, NE) 0.976 (0.448, 2.126) 0.9501 

   Interaction        0.0491 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (0.7, NE) 9 1 (11.1) NR (0.8, NE) 1.995 (0.207, 19.238) 0.5513 

   No 201 23 (11.4) NR (NE, NE) 94 11 (11.7) NR (6.9, NE) 0.653 (0.315, 1.355) 0.2484 

   Interaction        0.3879 

 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 1 (6.3) 5.3 (NE, NE) 0.447 (0.027, 7.368) 0.5637 

   No 187 25 (13.4) NR (NE, NE) 87 11 (12.6) NR (6.9, NE) 0.730 (0.356, 1.495) 0.3864 

   Interaction        0.8949 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 8 (5.6) NR (NE, NE) 66 29 (43.9) 2.1 (0.8, NE) 0.062 (0.028, 0.140) <0.0001 

   Age >= 65 Years 71 2 (2.8) NR (NE, NE) 37 19 (51.4) 2.1 (0.8, 2.9) 0.028 (0.006, 0.125) <0.0001 

   Interaction        0.2846 

 

Sex         

   Male 166 8 (4.8) NR (NE, NE) 76 35 (46.1) 2.1 (1.0, 2.8) 0.048 (0.022, 0.107) <0.0001 

   Female 48 2 (4.2) NR (NE, NE) 27 13 (48.1) 2.8 (0.8, NE) 0.028 (0.004, 0.216) <0.0001 

   Interaction        0.9365 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 8 (4.8) NR (NE, NE) 88 42 (47.7) 1.4 (0.8, 2.2) 0.041 (0.018, 0.091) <0.0001 

   White 38 2 (5.3) NR (NE, NE) 13 5 (38.5) 6.9 (0.8, NE) 0.115 (0.022, 0.598) 0.0020 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.7, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.6045 

 

Region         

   China 167 8 (4.8) NR (NE, NE) 88 42 (47.7) 1.4 (0.8, 2.2) 0.041 (0.018, 0.091) <0.0001 

   Europe 32 1 (3.1) NR (NE, NE) 13 5 (38.5) 6.9 (0.8, NE) 0.068 (0.008, 0.584) 0.0012 

   Other 15 1 (6.7) NR (NE, NE) 2 1 (50.0) NR (0.7, NE) 0.101 (0.006, 1.684) 0.0510 

   Interaction        0.8835 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) NR (NE, NE) 19 10 (52.6) 0.8 (0.7, NE) 0.035 (0.007, 0.161) <0.0001 

   1 164 7 (4.3) NR (NE, NE) 84 38 (45.2) 2.1 (1.4, 2.9) 0.049 (0.021, 0.112) <0.0001 

   Interaction        0.7446 

 

Smoking Status         

   Current or Former 154 8 (5.2) NR (NE, NE) 66 32 (48.5) 1.4 (0.8, 2.8) 0.051 (0.023, 0.115) <0.0001 

   Never 60 2 (3.3) NR (NE, NE) 37 16 (43.2) 2.2 (0.8, NE) 0.039 (0.009, 0.177) <0.0001 

   Interaction        0.9093 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 5 (4.0) NR (NE, NE) 62 28 (45.2) 2.1 (0.9, 6.9) 0.048 (0.018, 0.126) <0.0001 

   Squamous 89 5 (5.6) NR (NE, NE) 41 20 (48.8) 1.4 (0.8, 2.9) 0.042 (0.014, 0.130) <0.0001 

   Interaction        0.9400 

 

EGFR mutation at baseline         

   Wild type 143 6 (4.2) NR (NE, NE) 73 33 (45.2) 2.2 (0.9, 6.9) 0.046 (0.019, 0.114) <0.0001 

   Unknown 71 4 (5.6) NR (NE, NE) 30 15 (50.0) 1.0 (0.8, 2.9) 0.051 (0.016, 0.160) <0.0001 

   Interaction        0.9930 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 6 (5.6) NR (NE, NE) 48 19 (39.6) 2.8 (0.8, NE) 0.062 (0.021, 0.177) <0.0001 

   Unknown 106 4 (3.8) NR (NE, NE) 55 29 (52.7) 2.1 (0.8, 2.8) 0.037 (0.013, 0.105) <0.0001 

   Interaction        0.4068 

 

Line of therapy         

   Second 180 8 (4.4) NR (NE, NE) 88 42 (47.7) 2.1 (0.8, 2.8) 0.048 (0.022, 0.104) <0.0001 

   Third 34 2 (5.9) NR (10.2, NE) 15 6 (40.0) 2.9 (0.7, NE) 0.037 (0.004, 0.313) <0.0001 

   Interaction        0.6528 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 1 (3.1) NR (NE, NE) 8 6 (75.0) 2.8 (0.8, NE) 0.022 (0.002, 0.193) <0.0001 

   Metastatic 182 9 (4.9) NR (NE, NE) 95 42 (44.2) 2.1 (0.8, 6.9) 0.056 (0.026, 0.118) <0.0001 

   Interaction        0.5919 

 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 9 1 (11.1) NR (0.8, NE) 0.667 (0.042, 10.679) 0.7735 

   No 201 9 (4.5) NR (NE, NE) 94 47 (50.0) 1.4 (0.8, 2.8) 0.039 (0.018, 0.084) <0.0001 

   Interaction        0.0761 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 5 (31.3) NR (0.7, NE) 0.101 (0.012, 0.862) 0.0096 

   No 187 9 (4.8) NR (NE, NE) 87 43 (49.4) 2.1 (0.8, 2.8) 0.044 (0.021, 0.093) <0.0001 

   Interaction        0.6551 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 13 (9.1) 31.3 (31.3, NE) 66 6 (9.1) NR (NE, NE) 0.723 (0.270, 1.933) 0.5136 

   Age >= 65 Years 71 12 (16.9) NR (17.6, NE) 37 2 (5.4) NR (6.9, NE) 2.274 (0.501, 10.331) 0.2730 

   Interaction        0.1865 

 

Sex         

   Male 166 20 (12.0) 31.3 (31.3, NE) 76 4 (5.3) NR (NE, NE) 1.588 (0.536, 4.704) 0.3984 

   Female 48 5 (10.4) NR (NE, NE) 27 4 (14.8) NR (4.9, NE) 0.619 (0.166, 2.306) 0.4705 

   Interaction        0.2655 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 17 (10.1) 31.3 (31.3, NE) 88 5 (5.7) NR (NE, NE) 1.275 (0.464, 3.507) 0.6357 

   White 38 4 (10.5) NR (NE, NE) 13 3 (23.1) 6.9 (4.9, NE) 0.401 (0.089, 1.804) 0.2138 

   Other 8 4 (50.0) 3.5 (1.4, NE) 2 0 (0.0) NR (NE, NE) 41068569.316 (0.000, 

NE) 

0.2243 

   Interaction        0.4949 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 17 (10.2) 31.3 (31.3, NE) 88 5 (5.7) NR (NE, NE) 1.275 (0.464, 3.507) 0.6357 

   Europe 32 3 (9.4) NR (NE, NE) 13 3 (23.1) 6.9 (4.9, NE) 0.364 (0.073, 1.819) 0.1944 

   Other 15 5 (33.3) NR (2.8, NE) 2 0 (0.0) NR (NE, NE) 11577676.372 (0.000, 

NE) 

0.3499 

   Interaction        0.4718 

 

ECOG performance-status score         

   0 50 7 (14.0) 31.3 (31.3, NE) 19 1 (5.3) NR (NE, NE) 1.445 (0.173, 12.047) 0.7323 

   1 164 18 (11.0) NR (NE, NE) 84 7 (8.3) NR (6.9, NE) 1.036 (0.429, 2.501) 0.9392 

   Interaction        0.7714 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 20 (13.0) 31.3 (NE, NE) 66 5 (7.6) NR (NE, NE) 1.203 (0.446, 3.248) 0.7136 

   Never 60 5 (8.3) NR (NE, NE) 37 3 (8.1) NR (4.9, NE) 0.860 (0.205, 3.606) 0.8364 

   Interaction        0.6392 

 

Histology         

   Non-squamous 125 13 (10.4) 31.3 (31.3, NE) 62 4 (6.5) NR (NE, NE) 1.251 (0.403, 3.884) 0.6981 

   Squamous 89 12 (13.5) NR (17.6, NE) 41 4 (9.8) NR (3.7, NE) 0.817 (0.252, 2.651) 0.7318 

   Interaction        0.7241 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 17 (11.9) 31.3 (31.3, NE) 73 6 (8.2) NR (NE, NE) 1.137 (0.444, 2.913) 0.7909 

   Unknown 71 8 (11.3) NR (13.1, NE) 30 2 (6.7) NR (3.7, NE) 0.814 (0.159, 4.161) 0.8053 

   Interaction        0.9756 

 

ALK rearrangement at baseline         

   Wild type 108 16 (14.8) 31.3 (31.3, NE) 48 4 (8.3) NR (NE, NE) 1.271 (0.417, 3.872) 0.6769 

   Unknown 106 9 (8.5) NR (17.6, NE) 55 4 (7.3) NR (6.9, NE) 0.949 (0.291, 3.087) 0.9301 

   Interaction        0.8946 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 15 (8.3) 31.3 (31.3, NE) 88 7 (8.0) NR (NE, NE) 0.797 (0.321, 1.981) 0.6251 

   Third 34 10 (29.4) 17.6 (3.5, NE) 15 1 (6.7) 6.9 (NE, NE) 2.442 (0.300, 19.867) 0.3899 

   Interaction        0.2238 

 

Disease Stage         

   Locally advanced 32 3 (9.4) NR (13.1, NE) 8 2 (25.0) 4.9 (3.7, NE) 0.217 (0.030, 1.564) 0.0963 

   Metastatic 182 22 (12.1) 31.3 (NE, NE) 95 6 (6.3) NR (NE, NE) 1.418 (0.570, 3.530) 0.4506 

   Interaction        0.1290 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) 31.3 (2.8, NE) 9 1 (11.1) NR (0.7, NE) 0.461 (0.028, 7.636) 0.5797 

   No 201 23 (11.4) NR (NE, NE) 94 7 (7.4) NR (NE, NE) 1.171 (0.499, 2.747) 0.7197 

   Interaction        0.6702 

 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 0.594 (0.037, 9.522) 0.7099 

   No 187 24 (12.8) 31.3 (31.3, NE) 87 7 (8.0) NR (NE, NE) 1.118 (0.477, 2.621) 0.7978 

   Interaction        0.6481 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 28 (19.6) NR (NE, NE) 66 3 (4.5) NR (NE, NE) 3.873 (1.176, 12.752) 0.0162 

   Age >= 65 Years 71 13 (18.3) 24.5 (NE, NE) 37 5 (13.5) 6.9 (6.2, NE) 0.741 (0.252, 2.176) 0.5752 

   Interaction        0.0961 

 

Sex         

   Male 166 32 (19.3) 24.5 (24.5, NE) 76 5 (6.6) NR (NE, NE) 2.296 (0.890, 5.923) 0.0767 

   Female 48 9 (18.8) NR (9.0, NE) 27 3 (11.1) NR (6.2, NE) 1.382 (0.371, 5.153) 0.6286 

   Interaction        0.6769 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 28 (16.7) 24.5 (24.5, NE) 88 5 (5.7) NR (NE, NE) 2.536 (0.976, 6.592) 0.0476 

   White 38 10 (26.3) 9.9 (6.2, NE) 13 2 (15.4) NR (4.1, NE) 1.182 (0.249, 5.612) 0.8365 

   Other 8 3 (37.5) 5.6 (2.8, NE) 2 1 (50.0) 6.2 (NE, NE) 1.589 (0.159, 15.930) 0.6913 

   Interaction        0.6968 

 

Region         

   China 167 28 (16.8) 24.5 (24.5, NE) 88 5 (5.7) NR (NE, NE) 2.536 (0.976, 6.592) 0.0476 

   Europe 32 9 (28.1) 9.9 (4.2, NE) 13 2 (15.4) NR (4.1, NE) 1.330 (0.274, 6.451) 0.7262 

   Other 15 4 (26.7) 6.5 (2.8, NE) 2 1 (50.0) 6.2 (NE, NE) 0.530 (0.055, 5.112) 0.5764 

   Interaction        0.5080 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 14 (28.0) NR (5.6, NE) 19 1 (5.3) NR (6.2, NE) 3.991 (0.523, 30.424) 0.1490 

   1 164 27 (16.5) 24.5 (24.5, NE) 84 7 (8.3) NR (NE, NE) 1.601 (0.692, 3.705) 0.2680 

   Interaction        0.3904 

 

Smoking Status         

   Current or Former 154 29 (18.8) 24.5 (24.5, NE) 66 5 (7.6) NR (NE, NE) 1.878 (0.722, 4.887) 0.1886 

   Never 60 12 (20.0) NR (9.9, NE) 37 3 (8.1) NR (6.2, NE) 2.123 (0.595, 7.577) 0.2402 

   Interaction        0.8049 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 24 (19.2) NR (NE, NE) 62 4 (6.5) NR (6.9, NE) 2.646 (0.916, 7.643) 0.0618 

   Squamous 89 17 (19.1) 24.5 (NE, NE) 41 4 (9.8) NR (NE, NE) 1.300 (0.429, 3.937) 0.6446 

   Interaction        0.4139 

 

EGFR mutation at baseline         

   Wild type 143 28 (19.6) NR (NE, NE) 73 5 (6.8) NR (6.9, NE) 2.489 (0.958, 6.466) 0.0526 

   Unknown 71 13 (18.3) 24.5 (NE, NE) 30 3 (10.0) NR (3.1, NE) 1.172 (0.327, 4.197) 0.8116 

   Interaction        0.4023 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 22 (20.4) NR (NE, NE) 48 2 (4.2) NR (NE, NE) 4.130 (0.966, 17.654) 0.0374 

   Unknown 106 19 (17.9) 24.5 (NE, NE) 55 6 (10.9) NR (6.9, NE) 1.374 (0.545, 3.464) 0.5015 

   Interaction        0.2947 

 

Line of therapy         

   Second 180 30 (16.7) NR (NE, NE) 88 7 (8.0) NR (NE, NE) 1.741 (0.762, 3.977) 0.1824 

   Third 34 11 (32.4) 24.5 (4.2, NE) 15 1 (6.7) 6.9 (NE, NE) 3.132 (0.395, 24.870) 0.2562 

   Interaction        0.5808 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 6 (18.8) NR (NE, NE) 8 1 (12.5) NR (4.1, NE) 1.725 (0.208, 14.333) 0.6155 

   Metastatic 182 35 (19.2) 24.5 (24.5, NE) 95 7 (7.4) NR (NE, NE) 2.004 (0.885, 4.536) 0.0889 

   Interaction        0.7583 

 

Brain metastases at baseline         

   Yes 13 4 (30.8) NR (0.7, NE) 9 0 (0.0) NR (NE, NE) 59111362.812 (0.000, 

NE) 

0.0943 

   No 201 37 (18.4) 24.5 (24.5, NE) 94 8 (8.5) NR (NE, NE) 1.696 (0.785, 3.664) 0.1750 

   Interaction        0.9855 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (4.2, NE) 16 1 (6.3) NR (3.1, NE) 0.671 (0.042, 10.771) 0.7766 

   No 187 40 (21.4) 24.5 (24.5, NE) 87 7 (8.0) NR (NE, NE) 2.121 (0.946, 4.757) 0.0617 

   Interaction        0.4035 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 21 (14.7) NR (22.8, NE) 66 6 (9.1) NR (12.5, NE) 1.219 (0.488, 3.042) 0.6701 

   Age >= 65 Years 71 12 (16.9) NR (19.2, NE) 37 4 (10.8) NR (7.6, NE) 1.022 (0.322, 3.237) 0.9698 

   Interaction        0.9082 

 

Sex         

   Male 166 22 (13.3) NR (21.6, NE) 76 7 (9.2) NR (12.5, NE) 0.975 (0.412, 2.309) 0.9586 

   Female 48 11 (22.9) 19.2 (5.6, NE) 27 3 (11.1) NR (7.6, NE) 1.748 (0.481, 6.359) 0.3961 

   Interaction        0.3757 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 25 (14.9) NR (21.6, NE) 88 8 (9.1) NR (12.5, NE) 1.181 (0.528, 2.645) 0.6831 

   White 38 7 (18.4) NR (5.6, NE) 13 1 (7.7) NR (7.6, NE) 2.280 (0.279, 18.632) 0.4312 

   Other 8 1 (12.5) NR (0.8, NE) 2 1 (50.0) NR (1.4, NE) 0.267 (0.017, 4.279) 0.3166 

   Interaction        0.4187 

 

Region         

   China 167 25 (15.0) NR (21.6, NE) 88 8 (9.1) NR (12.5, NE) 1.181 (0.528, 2.645) 0.6831 

   Europe 32 5 (15.6) NR (5.6, NE) 13 1 (7.7) NR (7.6, NE) 1.978 (0.230, 16.998) 0.5265 

   Other 15 3 (20.0) NR (2.9, NE) 2 1 (50.0) NR (1.4, NE) 0.402 (0.042, 3.887) 0.4155 

   Interaction        0.5808 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 6 (12.0) 22.8 (22.8, NE) 19 1 (5.3) NR (NE, NE) 1.223 (0.142, 10.537) 0.8544 

   1 164 27 (16.5) NR (21.6, NE) 84 9 (10.7) NR (12.5, NE) 1.152 (0.537, 2.470) 0.7152 

   Interaction        0.8804 

 

Smoking Status         

   Current or Former 154 24 (15.6) NR (21.6, NE) 66 7 (10.6) 12.5 (12.5, NE) 0.997 (0.425, 2.340) 0.9976 

   Never 60 9 (15.0) NR (19.2, NE) 37 3 (8.1) NR (7.6, NE) 1.413 (0.375, 5.329) 0.6122 

   Interaction        0.6017 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 20 (16.0) NR (19.2, NE) 62 5 (8.1) NR (12.5, NE) 1.621 (0.606, 4.339) 0.3295 

   Squamous 89 13 (14.6) NR (21.6, NE) 41 5 (12.2) NR (NE, NE) 0.634 (0.216, 1.865) 0.4036 

   Interaction        0.2449 

 

EGFR mutation at baseline         

   Wild type 143 22 (15.4) NR (22.8, NE) 73 7 (9.6) NR (12.5, NE) 1.247 (0.530, 2.935) 0.6125 

   Unknown 71 11 (15.5) NR (21.6, NE) 30 3 (10.0) NR (NE, NE) 0.872 (0.234, 3.250) 0.8375 

   Interaction        0.6829 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 17 (15.7) NR (22.8, NE) 48 5 (10.4) NR (NE, NE) 1.019 (0.368, 2.819) 0.9696 

   Unknown 106 16 (15.1) NR (21.6, NE) 55 5 (9.1) NR (12.5, NE) 1.385 (0.506, 3.789) 0.5257 

   Interaction        0.5454 

 

Line of therapy         

   Second 180 27 (15.0) NR (22.8, NE) 88 9 (10.2) NR (12.5, NE) 1.099 (0.514, 2.350) 0.8059 

   Third 34 6 (17.6) 21.6 (21.6, NE) 15 1 (6.7) 7.6 (NE, NE) 1.364 (0.155, 11.977) 0.7788 

   Interaction        0.7469 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 3 (9.4) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12983423.691 (0.000, 

NE) 

0.3731 

   Metastatic 182 30 (16.5) 22.8 (21.6, NE) 95 10 (10.5) NR (12.5, NE) 1.094 (0.531, 2.253) 0.8064 

   Interaction        0.9897 

 

Brain metastases at baseline         

   Yes 13 3 (23.1) 22.8 (2.1, NE) 9 1 (11.1) NR (0.7, NE) 0.962 (0.086, 10.730) 0.9749 

   No 201 30 (14.9) NR (21.6, NE) 94 9 (9.6) NR (12.5, NE) 1.145 (0.540, 2.429) 0.7253 

   Interaction        0.9052 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 2 (12.5) NR (1.6, NE) 0.367 (0.033, 4.055) 0.3941 

   No 187 32 (17.1) NR (21.6, NE) 87 8 (9.2) NR (12.5, NE) 1.326 (0.608, 2.895) 0.4744 

   Interaction        0.1892 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.2.2.4.12.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Sex: Male

Outcome: Peripheral Neuropathy

0 3 6 9 12 15 18 21 24 27 30 33
166 84 55 34 26 18 12 9 5 4 3 0
76 22 6 4 3 2 2 1 0 0 0 0

Time:
Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

S
u
rv

iv
al

 P
ro

b
ab

il
it

y

T islelizumab: n = 166, events = 13, Median: NR, 95% CI: NE - NE
Docetaxel: n = 76, events = 9, Median: NR, 95% CI: 5.3 - NE

HR (95% CI): 0.423 (0.178, 1.010)
Log-rank test p-value: 0.0461

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.12.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 48, events = 13, Median: NR, 95% CI: 6.4 - NE
Docetaxel: n = 27, events = 3, Median: NR, 95% CI: 6.9 - NE

HR (95% CI): 2.205 (0.627, 7.750)
Log-rank test p-value: 0.2048

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.12.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Disease Stage: Locally advanced

Outcome: Peripheral Neuropathy
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T islelizumab: n = 32, events = 3, Median: NR, 95% CI: 13.9 - NE
Docetaxel: n = 8, events = 3, Median: 6.9, 95% CI: 0.7 - NE

HR (95% CI): 0.118 (0.019, 0.730)
Log-rank test p-value: 0.0063

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.12.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Disease Stage: Metastatic
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T islelizumab: n = 182, events = 23, Median: NR, 95% CI: NE - NE
Docetaxel: n = 95, events = 9, Median: NR, 95% CI: 6.9 - NE

HR (95% CI): 0.976 (0.448, 2.126)
Log-rank test p-value: 0.9501

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-tteqs-subgrp.sas  27AUG2024 02:20  f-14-02-02-04-12-03-s-km-tteqs-subgrp-c13-ia.rtf 

 

1054



Protocol BGB-A317-303 Page 1 of 17 

 

Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 165  69  234  

Mean (SD) 79.7 (12.96)  78.4 (14.15)  79.3 (13.30)  

Median 80.0  80.0  80.0  

Q1, Q3 70.0, 90.0  70.0, 90.0  70.0, 90.0  

Min, Max 40, 100  50, 100  40, 100  

 

Cycle 2       

n 152 152 57 57 209 209 

Mean (SD) 78.0 (15.13) -1.9 (11.17) 81.1 (12.14) 2.2 (9.16) 78.9 (14.42) -0.8 (10.79) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -5.0, 2.0 75.0, 90.0 0.0, 5.0 70.0, 90.0 -5.0, 5.0 

Min, Max 5, 100 -65, 30 50, 100 -20, 30 5, 100 -65, 30 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 136 136 48 48 184 184 

Mean (SD) 79.4 (14.19) -0.9 (10.90) 79.5 (12.05) 2.0 (10.85) 79.4 (13.63) -0.2 (10.94) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -5.0, 5.0 73.0, 90.0 -3.0, 10.0 70.0, 90.0 -5.0, 5.0 

Min, Max 0, 100 -70, 30 50, 100 -30, 30 0, 100 -70, 30 

 

Cycle 4       

n 105 105 29 29 134 134 

Mean (SD) 78.6 (15.24) -2.1 (10.87) 82.6 (12.42) 3.6 (12.14) 79.5 (14.73) -0.9 (11.35) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -5.0, 1.0 75.0, 95.0 -3.0, 10.0 70.0, 90.0 -5.0, 5.0 

Min, Max 30, 100 -55, 25 50, 100 -15, 40 30, 100 -55, 40 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 98 98 25 25 123 123 

Mean (SD) 80.5 (13.81) -0.7 (8.59) 82.6 (7.66) 4.3 (11.25) 80.9 (12.81) 0.3 (9.37) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 93.0 -5.0, 5.0 80.0, 90.0 -1.0, 10.0 75.0, 90.0 -5.0, 5.0 

Min, Max 40, 100 -30, 20 65, 100 -13, 40 40, 100 -30, 40 

 

Cycle 6       

n 88 88 23 23 111 111 

Mean (SD) 79.5 (14.30) -2.0 (10.86) 80.7 (7.82) 3.7 (11.58) 79.7 (13.20) -0.8 (11.20) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 74.0, 90.0 -4.0, 10.0 70.0, 90.0 -5.0, 5.0 

Min, Max 30, 100 -40, 20 70, 95 -10, 40 30, 100 -40, 40 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 76 76 14 14 90 90 

Mean (SD) 80.9 (13.54) -0.7 (9.80) 80.5 (13.16) 4.7 (15.40) 80.9 (13.41) 0.2 (10.93) 

Median 80.0 0.0 79.5 2.0 80.0 0.0 

Q1, Q3 71.0, 92.5 -5.0, 5.0 70.0, 90.0 -10.0, 5.0 70.0, 92.0 -5.0, 5.0 

Min, Max 35, 100 -40, 20 60, 100 -10, 40 35, 100 -40, 40 

 

Cycle 8       

n 72 72 12 12 84 84 

Mean (SD) 80.4 (14.31) -0.8 (10.54) 77.6 (13.85) 1.7 (14.85) 80.0 (14.20) -0.5 (11.18) 

Median 80.0 0.0 77.5 0.0 80.0 0.0 

Q1, Q3 70.0, 93.5 -5.0, 5.0 70.5, 90.0 -6.0, 7.5 70.0, 93.0 -5.0, 5.0 

Min, Max 45, 100 -40, 20 50, 95 -25, 30 45, 100 -40, 30 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 64 64 11 11 75 75 

Mean (SD) 82.0 (13.15) -0.1 (9.74) 80.7 (17.03) 4.3 (19.40) 81.8 (13.66) 0.5 (11.58) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 72.5, 94.5 -5.0, 5.0 74.0, 95.0 -6.0, 20.0 74.0, 95.0 -5.0, 5.0 

Min, Max 45, 100 -30, 20 45, 100 -30, 40 45, 100 -30, 40 

 

Cycle 10       

n 56 56 11 11 67 67 

Mean (SD) 82.8 (12.92) 0.2 (10.34) 74.2 (16.60) -2.3 (20.43) 81.4 (13.83) -0.2 (12.38) 

Median 85.0 0.0 78.0 -2.0 80.0 0.0 

Q1, Q3 72.5, 95.0 -5.0, 5.0 55.0, 90.0 -15.0, 10.0 70.0, 95.0 -5.0, 5.0 

Min, Max 45, 100 -30, 30 50, 90 -32, 40 45, 100 -32, 40 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 55 55 11 11 66 66 

Mean (SD) 84.0 (11.44) 1.3 (10.11) 76.4 (17.04) -0.1 (19.43) 82.7 (12.71) 1.1 (11.97) 

Median 90.0 0.0 80.0 -5.0 85.0 0.0 

Q1, Q3 75.0, 95.0 -5.0, 5.0 60.0, 90.0 -15.0, 20.0 75.0, 94.0 -5.0, 5.0 

Min, Max 50, 100 -20, 35 50, 100 -24, 40 50, 100 -24, 40 

 

Cycle 12       

n 50 50 10 10 60 60 

Mean (SD) 82.6 (12.38) 0.5 (9.77) 81.0 (12.87) 3.9 (18.27) 82.3 (12.36) 1.1 (11.48) 

Median 84.0 0.0 82.5 -2.0 84.0 0.0 

Q1, Q3 70.0, 95.0 -10.0, 5.0 70.0, 90.0 -10.0, 20.0 70.0, 95.0 -10.0, 5.5 

Min, Max 50, 100 -15, 25 65, 100 -17, 40 50, 100 -17, 40 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 42 42 7 7 49 49 

Mean (SD) 81.2 (13.21) -1.5 (9.60) 75.0 (13.23) -1.6 (18.38) 80.3 (13.25) -1.5 (11.00) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 70.0, 85.0 -12.0, 0.0 70.0, 90.0 -10.0, 5.0 

Min, Max 45, 100 -20, 20 50, 90 -24, 35 45, 100 -24, 35 

 

Cycle 14       

n 41 41 6 6 47 47 

Mean (SD) 82.1 (12.44) -0.7 (9.75) 80.5 (14.34) 4.8 (18.89) 81.9 (12.54) 0.0 (11.18) 

Median 80.0 0.0 81.5 -1.0 80.0 0.0 

Q1, Q3 75.0, 90.0 -5.0, 5.0 70.0, 90.0 -10.0, 20.0 72.0, 90.0 -10.0, 5.0 

Min, Max 45, 100 -20, 30 60, 100 -14, 35 45, 100 -20, 35 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 38 38 6 6 44 44 

Mean (SD) 80.9 (12.82) -1.6 (9.94) 78.8 (19.60) 3.2 (24.02) 80.6 (13.66) -0.9 (12.44) 

Median 80.0 0.0 84.0 -1.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 70.0, 90.0 -10.0, 20.0 70.0, 90.0 -10.0, 5.0 

Min, Max 45, 100 -15, 35 45, 100 -29, 40 45, 100 -29, 40 

 

Cycle 16       

n 30 30 6 6 36 36 

Mean (SD) 81.3 (14.15) -0.9 (11.93) 82.5 (13.32) 6.8 (19.80) 81.5 (13.83) 0.4 (13.51) 

Median 83.5 0.0 85.0 0.0 83.5 0.0 

Q1, Q3 72.0, 94.0 -10.0, 5.0 70.0, 90.0 -4.0, 20.0 71.0, 92.0 -10.0, 5.0 

Min, Max 45, 100 -30, 30 65, 100 -15, 40 45, 100 -30, 40 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 27 27 5 5 32 32 

Mean (SD) 83.3 (13.29) 0.9 (10.51) 75.0 (21.79) 0.2 (28.64) 82.0 (14.79) 0.8 (14.09) 

Median 85.0 0.0 80.0 0.0 85.0 0.0 

Q1, Q3 75.0, 95.0 -9.0, 5.0 70.0, 90.0 -10.0, 0.0 75.0, 94.5 -9.5, 5.0 

Min, Max 50, 100 -15, 35 40, 95 -34, 45 40, 100 -34, 45 

 

Cycle 18       

n 26 26 5 5 31 31 

Mean (SD) 83.1 (14.03) 0.3 (11.08) 82.0 (8.37) 7.2 (19.21) 82.9 (13.17) 1.4 (12.58) 

Median 85.0 0.0 80.0 0.0 85.0 0.0 

Q1, Q3 75.0, 95.0 -5.0, 5.0 80.0, 90.0 0.0, 6.0 75.0, 95.0 -5.0, 5.0 

Min, Max 50, 100 -22, 35 70, 90 -10, 40 50, 100 -22, 40 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 24 24 4 4 28 28 

Mean (SD) 82.3 (15.10) -0.2 (11.76) 82.5 (9.57) 7.5 (22.17) 82.3 (14.30) 0.9 (13.41) 

Median 85.0 0.0 85.0 0.0 85.0 0.0 

Q1, Q3 72.5, 95.0 -7.5, 5.0 75.0, 90.0 -5.0, 20.0 72.5, 94.5 -7.5, 5.0 

Min, Max 45, 100 -24, 35 70, 90 -10, 40 45, 100 -24, 40 

 

Cycle 20       

n 21 21 4 4 25 25 

Mean (SD) 83.8 (13.98) 0.2 (11.62) 82.0 (9.80) 7.0 (22.42) 83.5 (13.24) 1.3 (13.48) 

Median 90.0 0.0 84.0 -1.0 90.0 0.0 

Q1, Q3 75.0, 95.0 -5.0, 5.0 74.0, 90.0 -6.0, 20.0 75.0, 95.0 -5.0, 5.0 

Min, Max 50, 100 -19, 35 70, 90 -10, 40 50, 100 -19, 40 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 19 19 3 3 22 22 

Mean (SD) 84.4 (14.45) 1.3 (10.70) 76.7 (12.58) 6.7 (29.30) 83.4 (14.19) 2.0 (13.54) 

Median 90.0 0.0 75.0 -5.0 90.0 0.0 

Q1, Q3 75.0, 95.0 -5.0, 8.0 65.0, 90.0 -15.0, 40.0 75.0, 95.0 -5.0, 8.0 

Min, Max 50, 100 -15, 30 65, 90 -15, 40 50, 100 -15, 40 

 

Cycle 22       

n 17 17 1 1 18 18 

Mean (SD) 86.4 (13.36) 2.3 (11.79) 65.0 (NE) -15.0 (NE) 85.2 (13.91) 1.3 (12.15) 

Median 90.0 0.0 65.0 -15.0 90.0 0.0 

Q1, Q3 80.0, 95.0 0.0, 8.0 65.0, 65.0 -15.0, -15.0 75.0, 95.0 -5.0, 8.0 

Min, Max 50, 100 -15, 35 65, 65 -15, -15 50, 100 -15, 35 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 12 12 1 1 13 13 

Mean (SD) 85.6 (14.78) 2.7 (12.53) 70.0 (NE) -10.0 (NE) 84.4 (14.80) 1.7 (12.50) 

Median 90.0 0.0 70.0 -10.0 90.0 0.0 

Q1, Q3 78.5, 96.0 -2.5, 6.5 70.0, 70.0 -10.0, -10.0 72.0, 95.0 -5.0, 5.0 

Min, Max 50, 100 -15, 35 70, 70 -10, -10 50, 100 -15, 35 

 

Cycle 24       

n 11 11 1 1 12 12 

Mean (SD) 83.9 (14.60) 2.5 (12.01) 75.0 (NE) -5.0 (NE) 83.2 (14.15) 1.9 (11.66) 

Median 90.0 0.0 75.0 -5.0 90.0 0.0 

Q1, Q3 70.0, 95.0 -5.0, 10.0 75.0, 75.0 -5.0, -5.0 72.5, 92.5 -5.0, 9.0 

Min, Max 50, 98 -15, 30 75, 75 -5, -5 50, 98 -15, 30 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 10 10 1 1 11 11 

Mean (SD) 83.5 (15.42) 2.0 (12.37) 65.0 (NE) -15.0 (NE) 81.8 (15.66) 0.5 (12.81) 

Median 90.0 0.0 65.0 -15.0 90.0 0.0 

Q1, Q3 70.0, 95.0 -5.0, 8.0 65.0, 65.0 -15.0, -15.0 70.0, 95.0 -10.0, 8.0 

Min, Max 50, 98 -15, 30 65, 65 -15, -15 50, 98 -15, 30 

 

Cycle 26       

n 8 8 1 1 9 9 

Mean (SD) 81.6 (16.60) 3.5 (12.91) 65.0 (NE) -15.0 (NE) 79.8 (16.48) 1.4 (13.56) 

Median 90.0 0.0 65.0 -15.0 90.0 0.0 

Q1, Q3 70.0, 92.5 -5.0, 9.0 65.0, 65.0 -15.0, -15.0 70.0, 90.0 -10.0, 8.0 

Min, Max 50, 98 -10, 30 65, 65 -15, -15 50, 98 -15, 30 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 7 7 1 1 8 8 

Mean (SD) 81.1 (18.10) 6.1 (14.29) 65.0 (NE) -15.0 (NE) 79.1 (17.70) 3.5 (15.19) 

Median 90.0 0.0 65.0 -15.0 80.0 0.0 

Q1, Q3 70.0, 95.0 0.0, 10.0 65.0, 65.0 -15.0, -15.0 67.5, 95.0 -5.0, 9.0 

Min, Max 50, 98 -10, 35 65, 65 -15, -15 50, 98 -15, 35 

 

Cycle 28       

n 6 6 1 1 7 7 

Mean (SD) 78.3 (18.07) 5.8 (15.63) 65.0 (NE) -15.0 (NE) 76.4 (17.25) 2.9 (16.29) 

Median 80.0 0.0 65.0 -15.0 70.0 0.0 

Q1, Q3 70.0, 95.0 0.0, 10.0 65.0, 65.0 -15.0, -15.0 65.0, 95.0 -10.0, 10.0 

Min, Max 50, 95 -10, 35 65, 65 -15, -15 50, 95 -15, 35 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 5 5 1 1 6 6 

Mean (SD) 84.0 (12.94) 9.0 (15.17) 65.0 (NE) -15.0 (NE) 80.8 (13.93) 5.0 (16.73) 

Median 90.0 0.0 65.0 -15.0 80.0 0.0 

Q1, Q3 70.0, 95.0 0.0, 10.0 65.0, 65.0 -15.0, -15.0 70.0, 95.0 0.0, 10.0 

Min, Max 70, 95 0, 35 65, 65 -15, -15 65, 95 -15, 35 

 

Cycle 30       

n 5 5 0 0 5 5 

Mean (SD) 84.0 (12.94) 9.0 (15.17)   84.0 (12.94) 9.0 (15.17) 

Median 90.0 0.0   90.0 0.0 

Q1, Q3 70.0, 95.0 0.0, 10.0   70.0, 95.0 0.0, 10.0 

Min, Max 70, 95 0, 35   70, 95 0, 35 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 4 4 0 0 4 4 

Mean (SD) 81.3 (13.15) 2.5 (5.00)   81.3 (13.15) 2.5 (5.00) 

Median 80.0 0.0   80.0 0.0 

Q1, Q3 70.0, 92.5 0.0, 5.0   70.0, 92.5 0.0, 5.0 

Min, Max 70, 95 0, 10   70, 95 0, 10 

 

Cycle 32       

n 1 1 0 0 1 1 

Mean (SD) 90.0 (NE) 0.0 (NE)   90.0 (NE) 0.0 (NE) 

Median 90.0 0.0   90.0 0.0 

Q1, Q3 90.0, 90.0 0.0, 0.0   90.0, 90.0 0.0, 0.0 

Min, Max 90, 90 0, 0   90, 90 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 91 91 52 52 143 143 

Mean (SD) 71.7 (20.36) -9.5 (14.52) 70.6 (18.51) -8.5 (15.19) 71.3 (19.65) -9.1 (14.73) 

Median 70.0 -5.0 70.0 -9.0 70.0 -5.0 

Q1, Q3 60.0, 90.0 -20.0, 0.0 60.0, 83.5 -20.0, 0.0 60.0, 90.0 -20.0, 0.0 

Min, Max 5, 100 -50, 15 20, 100 -60, 30 5, 100 -60, 30 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Figure 14.2.2.4.13.1:  

Summary of EQ-5D VAS Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The whiskers represent means and 95% CI. 

Increases in scores are improvements. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Table 14.2.2.4.13.2: 

EQ-5D VAS: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

EQ-5D VAS          

   Cycle 4 105  -3.31 (1.29) 29  2.13 (2.07) -5.45 (-9.80, 

-1.09) 

-0.47 (-0.85, 

-0.09) 

0.0147 

   Cycle 6 88  -3.70 (1.31) 23  0.07 (2.19) -3.77 (-8.36, 

0.83) 

-0.34 (-0.75, 

0.07) 

0.1074 

   Overall Treatment Effect 152 79.66 (12.96) -2.58 (1.14) 57 78.39 (14.15) -1.63 (1.81) -0.95 (-4.64, 

2.73) 

-0.10 (-0.49, 

0.29) 

0.6101 

 

Data Source: ADSL ADQS. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Positive changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Positive changes are favorable. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.13.3: 

Analyses of Time to Deterioration of EQ-5D VAS 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

 EQ-5D VAS Score 214 23 (10.7) NR (16.8, NE) 103 6 (5.8) NR (6.7, NE) 1.140 (0.452, 2.870) 0.7818 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Figure 14.2.2.4.13.3: 

Kaplan-Meier Plot of Time to Deterioration of EQ-5D VAS 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 214, events = 23, Median: NR, 95% CI: 16.8 - NE

Docetaxel: n = 103, events = 6, Median: NR, 95% CI: 6.7 - NE

HR (95% CI): 1.140 (0.452, 2.870)

Log-rank test p-value: 0.7818

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 13 (9.1) NR (16.8, NE) 66 4 (6.1) NR (4.9, NE) 0.861 (0.275, 2.692) 0.7977 

   Age >= 65 Years 71 10 (14.1) NR (11.8, NE) 37 2 (5.4) NR (6.7, NE) 1.654 (0.347, 7.882) 0.5236 

   Interaction        0.6336 

 

Sex         

   Male 166 17 (10.2) NR (NE, NE) 76 4 (5.3) 14.6 (6.7, NE) 1.147 (0.378, 3.481) 0.8093 

   Female 48 6 (12.5) NR (13.2, NE) 27 2 (7.4) NR (4.9, NE) 1.025 (0.199, 5.294) 0.9727 

   Interaction        0.8595 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 13 (7.7) NR (NE, NE) 88 4 (4.5) NR (4.9, NE) 1.013 (0.323, 3.172) 0.9836 

   White 38 7 (18.4) 13.2 (9.1, NE) 13 2 (15.4) NR (2.4, NE) 0.654 (0.125, 3.419) 0.6161 

   Other 8 3 (37.5) NR (0.7, NE) 2 0 (0.0) NR (NE, NE) 36588158.640 (0.000, 

NE) 

0.3514 

   Interaction        0.9967 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 13 (7.8) NR (NE, NE) 88 4 (4.5) NR (4.9, NE) 1.013 (0.323, 3.172) 0.9836 

   Europe 32 6 (18.8) 13.2 (6.2, NE) 13 2 (15.4) NR (2.4, NE) 0.752 (0.138, 4.110) 0.7461 

   Other 15 4 (26.7) NR (1.4, NE) 2 0 (0.0) NR (NE, NE) 12245004.570 (0.000, 

NE) 

0.3733 

   Interaction        0.9928 

 

ECOG performance-status score         

   0 50 6 (12.0) NR (9.8, NE) 19 1 (5.3) NR (4.9, NE) 1.564 (0.187, 13.101) 0.6773 

   1 164 17 (10.4) NR (16.8, NE) 84 5 (6.0) 14.6 (6.7, NE) 0.967 (0.349, 2.681) 0.9470 

   Interaction        0.6656 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 18 (11.7) NR (13.2, NE) 66 5 (7.6) 14.6 (6.7, NE) 0.786 (0.282, 2.186) 0.6425 

   Never 60 5 (8.3) NR (16.8, NE) 37 1 (2.7) NR (4.9, NE) 1.919 (0.214, 17.202) 0.5531 

   Interaction        0.3438 

 

Histology         

   Non-squamous 125 15 (12.0) NR (11.8, NE) 62 5 (8.1) NR (14.6, NE) 1.051 (0.378, 2.925) 0.9216 

   Squamous 89 8 (9.0) NR (13.2, NE) 41 1 (2.4) 6.7 (NE, NE) 1.611 (0.188, 13.827) 0.6618 

   Interaction        0.7240 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  27AUG2024 04:42  t-14-02-02-04-13-03-s-eff-tteqs-subgrp-vas-ia.rtf 

1079



Protocol BGB-A317-303 Page 5 of 7 
 

Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 19 (13.3) NR (13.2, NE) 73 4 (5.5) NR (14.6, NE) 1.567 (0.528, 4.654) 0.4147 

   Unknown 71 4 (5.6) NR (NE, NE) 30 2 (6.7) 6.7 (2.4, NE) 0.406 (0.069, 2.368) 0.2976 

   Interaction        0.1894 

 

ALK rearrangement at baseline         

   Wild type 108 13 (12.0) NR (13.2, NE) 48 4 (8.3) 4.9 (4.9, NE) 0.628 (0.196, 2.013) 0.4310 

   Unknown 106 10 (9.4) NR (11.8, NE) 55 2 (3.6) 14.6 (6.7, NE) 1.922 (0.420, 8.802) 0.3926 

   Interaction        0.2481 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 19 (10.6) NR (16.8, NE) 88 5 (5.7) NR (6.7, NE) 1.050 (0.386, 2.856) 0.9246 

   Third 34 4 (11.8) NR (3.5, NE) 15 1 (6.7) NR (2.4, NE) 1.372 (0.153, 12.307) 0.7763 

   Interaction        0.9955 

 

Disease Stage         

   Locally advanced 32 4 (12.5) NR (5.8, NE) 8 0 (0.0) NR (NE, NE) 12176901.640 (0.000, 

NE) 

0.3641 

   Metastatic 182 19 (10.4) NR (16.8, NE) 95 6 (6.3) NR (6.7, NE) 0.949 (0.373, 2.413) 0.9115 

   Interaction        0.9881 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 9 1 (11.1) NR (1.4, NE) 0.000 (0.000, NE) 0.2482 

   No 201 23 (11.4) NR (16.8, NE) 94 5 (5.3) NR (6.7, NE) 1.257 (0.471, 3.354) 0.6471 

   Interaction        0.9887 

 

Liver metastases at baseline         

   Yes 27 2 (7.4) 11.8 (11.8, NE) 16 1 (6.3) NR (2.4, NE) 0.603 (0.037, 9.759) 0.7190 

   No 187 21 (11.2) NR (16.8, NE) 87 5 (5.7) NR (6.7, NE) 1.164 (0.434, 3.123) 0.7625 

   Interaction        0.8932 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.2.2.4.13.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADTTEQS1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Table 14.2.3.6: 

Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Subsequent Anticancer Therapy 

     Category  

              WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Patients Who Received any Subsequent Anticancer Therapy 106 (49.5) 60 (58.3) 166 (52.4) 

 

Subsequent Radiotherapy 7 (3.3) 8 (7.8) 15 (4.7) 

 

Subsequent Systemic Therapy 102 (47.7) 55 (53.4) 157 (49.5) 

CHEMOTHERAPY 71 (33.2) 27 (26.2) 98 (30.9) 

DOCETAXEL 37 (17.3) 2 (1.9) 39 (12.3) 

CARBOPLATIN 18 (8.4) 2 (1.9) 20 (6.3) 

PACLITAXEL ALBUMIN 10 (4.7) 3 (2.9) 13 (4.1) 

GEMCITABINE 9 (4.2) 6 (5.8) 15 (4.7) 

PEMETREXED 9 (4.2) 4 (3.9) 13 (4.1) 

PACLITAXEL 8 (3.7) 1 (1.0) 9 (2.8) 

CISPLATIN 6 (2.8) 5 (4.9) 11 (3.5) 

NEDAPLATIN 5 (2.3) 3 (2.9) 8 (2.5) 

GIMERACIL;OTERACIL POTASSIUM;TEGAFUR 4 (1.9) 5 (4.9) 9 (2.8) 

PEMETREXED DISODIUM 4 (1.9) 1 (1.0) 5 (1.6) 

VINORELBINE TARTRATE 3 (1.4) 3 (2.9) 6 (1.9) 

LOBAPLATIN 2 (0.9) 3 (2.9) 5 (1.6) 

CAPECITABINE 1 (0.5) 0 (0.0) 1 (0.3) 

GIMERACIL;OTERACIL;TEGAFUR 1 (0.5) 0 (0.0) 1 (0.3) 

IRINOTECAN HYDROCHLORIDE 1 (0.5) 1 (1.0) 2 (0.6) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

A patient was counted only once within a category and preferred term. 

Medication terms were coded using Wold Health Organization Drug Dictionary Global-B3. 
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Table 14.2.3.6: 

Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Subsequent Anticancer Therapy 

     Category  

              WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

OXALIPLATIN 1 (0.5) 0 (0.0) 1 (0.3) 

PACLITAXEL LIPOSOME 1 (0.5) 2 (1.9) 3 (0.9) 

PLINABULIN 1 (0.5) 0 (0.0) 1 (0.3) 

TEGAFUR 1 (0.5) 0 (0.0) 1 (0.3) 

ETOPOSIDE 0 (0.0) 3 (2.9) 3 (0.9) 

GEMCITABINE HYDROCHLORIDE 0 (0.0) 5 (4.9) 5 (1.6) 

TEMOZOLOMIDE 0 (0.0) 1 (1.0) 1 (0.3) 

VINORELBINE 0 (0.0) 2 (1.9) 2 (0.6) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

A patient was counted only once within a category and preferred term. 

Medication terms were coded using Wold Health Organization Drug Dictionary Global-B3. 
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Table 14.2.3.6: 

Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Subsequent Anticancer Therapy 

     Category  

              WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

PROTEIN KINASE INHIBITORS 52 (24.3) 34 (33.0) 86 (27.1) 

ANLOTINIB DIHYDROCHLORIDE 24 (11.2) 12 (11.7) 36 (11.4) 

ANLOTINIB 9 (4.2) 15 (14.6) 24 (7.6) 

SITRAVATINIB 6 (2.8) 0 (0.0) 6 (1.9) 

AFATINIB DIMALEATE 4 (1.9) 2 (1.9) 6 (1.9) 

APATINIB 3 (1.4) 1 (1.0) 4 (1.3) 

AFATINIB 2 (0.9) 0 (0.0) 2 (0.6) 

ERLOTINIB 2 (0.9) 1 (1.0) 3 (0.9) 

GEFITINIB 2 (0.9) 0 (0.0) 2 (0.6) 

APATINIB MESYLATE 1 (0.5) 2 (1.9) 3 (0.9) 

CABOZANTINIB S-MALATE 1 (0.5) 0 (0.0) 1 (0.3) 

CRIZOTINIB 1 (0.5) 0 (0.0) 1 (0.3) 

ICOTINIB HYDROCHLORIDE 1 (0.5) 1 (1.0) 2 (0.6) 

LENVATINIB 1 (0.5) 0 (0.0) 1 (0.3) 

OSIMERTINIB MESILATE 1 (0.5) 0 (0.0) 1 (0.3) 

POZIOTINIB 1 (0.5) 0 (0.0) 1 (0.3) 

SORAFENIB 1 (0.5) 0 (0.0) 1 (0.3) 

ERLOTINIB HYDROCHLORIDE 0 (0.0) 1 (1.0) 1 (0.3) 

EVEROLIMUS 0 (0.0) 1 (1.0) 1 (0.3) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

A patient was counted only once within a category and preferred term. 

Medication terms were coded using Wold Health Organization Drug Dictionary Global-B3. 
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Table 14.2.3.6: 

Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Subsequent Anticancer Therapy 

     Category  

              WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

OTHER 21 (9.8) 10 (9.7) 31 (9.8) 

BEVACIZUMAB 16 (7.5) 7 (6.8) 23 (7.3) 

ENDOSTATIN 2 (0.9) 1 (1.0) 3 (0.9) 

MONOCLONAL ANTIBODIES 2 (0.9) 2 (1.9) 4 (1.3) 

ALL OTHER THERAPEUTIC PRODUCTS 1 (0.5) 0 (0.0) 1 (0.3) 

ANTINEOPLASTIC AGENTS 1 (0.5) 0 (0.0) 1 (0.3) 

OTHER ANTINEOPLASTIC AGENTS 0 (0.0) 1 (1.0) 1 (0.3) 

 

IMMUNOTHERAPY 10 (4.7) 18 (17.5) 28 (8.8) 

BGB A317 6 (2.8) 0 (0.0) 6 (1.9) 

PEMBROLIZUMAB 2 (0.9) 5 (4.9) 7 (2.2) 

SINTILIMAB 1 (0.5) 4 (3.9) 5 (1.6) 

TORIPALIMAB 1 (0.5) 2 (1.9) 3 (0.9) 

ATEZOLIZUMAB 0 (0.0) 1 (1.0) 1 (0.3) 

CAMRELIZUMAB 0 (0.0) 3 (2.9) 3 (0.9) 

KN 046 0 (0.0) 1 (1.0) 1 (0.3) 

NIVOLUMAB 0 (0.0) 3 (2.9) 3 (0.9) 

 

Data Source: ADSL ADCM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

A patient was counted only once within a category and preferred term. 

Medication terms were coded using Wold Health Organization Drug Dictionary Global-B3. 
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Table 14.3.1.1.1: 

Extent of Exposure 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N = 213) 

Docetaxel  

(N = 98) 

 Duration of Exposure(Week)   

       n 213 98 

       Mean (SD) 29.1 (29.41) 17.0 (18.27) 

       Median 17.7 9.3 

       Q1, Q3 9.0, 39.6 6.1, 18.3 

       Min, Max 1, 140 2, 106 

 

 Number of Treatment Cycles   

       n 213 98 

       Mean (SD) 9.3 (9.19) 5.5 (5.91) 

       Median 6.0 3.0 

       Q1, Q3 3.0, 13.0 2.0, 6.0 

       Min, Max 1, 46 1, 34 

 

Data Source: ADSL ADEXSUM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) was defined as the 21*the cumulative dose (mg for Tislelizumab and mg/m2 for Docetaxel) 

received by a patient divided by (last dose date - first dose date + 21 days). 
b Relative dose intensity (RDI) was defined as the ratio of the actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) and the planned dose intensity 

(mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel). 
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Table 14.3.1.1.1: 

Extent of Exposure 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N = 213) 

Docetaxel  

(N = 98) 

 Number of Cycles Received, n (%)   

       1  18 (8.5)  14 (14.3) 

       2  19 (8.9)  15 (15.3) 

       3  46 (21.6)  25 (25.5) 

       4   8 (3.8)   8 (8.2) 

       5  15 (7.0)   3 (3.1) 

       6  13 (6.1)  12 (12.2) 

       7   5 (2.3)   3 (3.1) 

       8   9 (4.2)   1 (1.0) 

       9  11 (5.2)   2 (2.0) 

       10   1 (0.5)   0 (0.0) 

       11   6 (2.8)   1 (1.0) 

       12   8 (3.8)   5 (5.1) 

       >12  54 (25.4)   9 (9.2) 

 

Data Source: ADSL ADEXSUM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) was defined as the 21*the cumulative dose (mg for Tislelizumab and mg/m2 for Docetaxel) 

received by a patient divided by (last dose date - first dose date + 21 days). 
b Relative dose intensity (RDI) was defined as the ratio of the actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) and the planned dose intensity 

(mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel). 
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Table 14.3.1.1.1: 

Extent of Exposure 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N = 213) 

Docetaxel  

(N = 98) 

 Cumulative Dose (mg for Tislelizumab and mg/m2 for Docetaxel) per 

Patient 

  

       n 213 98 

       Mean (SD) 1862.9 (1838.17) 386.6 (393.71) 

       Median 1200.0 225.0 

       Q1, Q3 600.0, 2600.0 150.0, 450.0 

       Min, Max 200, 9200 75, 2010 

 

 Actual Dose Intensity (mg/cycle for Tislelizumab and mg/m2/cycle for 

Docetaxel) per Patient a 

  

       n 213 98 

       Mean (SD) 194.6 (11.13) 70.3 (6.78) 

       Median 200.0 73.8 

       Q1, Q3 192.9, 200.0 65.0, 75.0 

       Min, Max 135, 210 53, 80 

 

Data Source: ADSL ADEXSUM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) was defined as the 21*the cumulative dose (mg for Tislelizumab and mg/m2 for Docetaxel) 

received by a patient divided by (last dose date - first dose date + 21 days). 
b Relative dose intensity (RDI) was defined as the ratio of the actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) and the planned dose intensity 

(mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel). 
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Table 14.3.1.1.1: 

Extent of Exposure 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N = 213) 

Docetaxel  

(N = 98) 

 Relative Dose Intensity (%) per Patient b   

       n 213 98 

       Mean (SD) 97.3 (5.57) 93.8 (9.04) 

       Median 100.0 98.4 

       Q1, Q3 96.4, 100.0 86.7, 100.0 

       Min, Max 68, 105 71, 107 

 

Data Source: ADSL ADEXSUM. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 
a Actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) was defined as the 21*the cumulative dose (mg for Tislelizumab and mg/m2 for Docetaxel) 

received by a patient divided by (last dose date - first dose date + 21 days). 
b Relative dose intensity (RDI) was defined as the ratio of the actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) and the planned dose intensity 

(mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel). 
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Table 14.3.1.2.1.1: 

Time to Treatment-Emergent Adverse Events 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Any TEAE 213 208 (97.7) 0.6 (0.4, 0.7) 98 95 (96.9) 0.2 (0.1, 0.3) 0.359 (0.275, 0.468) <0.0001 

 

TEAE >= Grade 3 213 76 (35.7) 21.7 (11.4, NE) 98 71 (72.4) 0.3 (0.3, 1.0) 0.234 (0.166, 0.330) <0.0001 

 

Serious TEAE 213 65 (30.5) 21.6 (14.4, NE) 98 26 (26.5) NR (NE, NE) 0.809 (0.507, 1.291) 0.3801 

 

TEAE Leading to Treatment 

Discontinuation 

213 19 (8.9) NR (NE, NE) 98 13 (13.3) NR (NE, NE) 0.487 (0.235, 1.010) 0.0490 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Figure 14.3.1.1: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 208, Median: 0.6, 95% CI: 0.4 - 0.7

Docetaxel: n = 98, events = 95, Median: 0.2, 95% CI: 0.1 - 0.3

HR (95% CI): 0.359 (0.275, 0.468)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.1: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 76, Median: 21.7, 95% CI: 11.4 - NE

Docetaxel: n = 98, events = 71, Median: 0.3, 95% CI: 0.3 - 1.0

HR (95% CI): 0.234 (0.166, 0.330)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.1: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 65, Median: 21.6, 95% CI: 14.4 - NE

Docetaxel: n = 98, events = 26, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.809 (0.507, 1.291)

Log-rank test p-value: 0.3801

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.1: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 19, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 13, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.487 (0.235, 1.010)

Log-rank test p-value: 0.0490

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-tteae.sas  27AUG2024 02:20  f-14-03-01-01-km-tteae-ia.rtf 

 

1096



Protocol BGB-A317-303 Page 1 of 28 

 

Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 139 (97.2) 0.5 (0.3, 0.7) 62 59 (95.2) 0.3 (0.1, 0.3) 0.462 (0.335, 0.636) <0.0001 

   Age >= 65 Years 70 69 (98.6) 0.6 (0.5, 0.8) 36 36 (100.0) 0.1 (0.1, 0.3) 0.200 (0.123, 0.323) <0.0001 

   Interaction        0.0075 

 

Sex         

   Male 166 161 (97.0) 0.6 (0.4, 0.7) 71 69 (97.2) 0.2 (0.1, 0.3) 0.358 (0.264, 0.485) <0.0001 

   Female 47 47 (100.0) 0.5 (0.3, 0.7) 27 26 (96.3) 0.2 (0.1, 0.3) 0.407 (0.242, 0.682) 0.0005 

   Interaction        0.4504 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 164 (98.2) 0.5 (0.4, 0.7) 84 82 (97.6) 0.2 (0.1, 0.3) 0.332 (0.248, 0.446) <0.0001 

   White 38 36 (94.7) 0.5 (0.3, 1.2) 12 11 (91.7) 0.3 (0.1, 0.5) 0.560 (0.279, 1.121) 0.1096 

   Other 8 8 (100.0) 0.7 (0.1, 1.2) 2 2 (100.0) 0.0 (0.0, NE) 0.061 (0.005, 0.723) 0.0062 

   Interaction        0.0250 

 

Region         

   China 167 164 (98.2) 0.5 (0.4, 0.7) 84 82 (97.6) 0.2 (0.1, 0.3) 0.332 (0.248, 0.446) <0.0001 

   Europe 32 30 (93.8) 0.8 (0.3, 1.8) 12 11 (91.7) 0.3 (0.1, 0.5) 0.481 (0.235, 0.987) 0.0479 

   Other 14 14 (100.0) 0.6 (0.1, 0.7) 2 2 (100.0) 0.0 (0.0, NE) 0.085 (0.013, 0.553) 0.0036 

   Interaction        0.0748 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 48 (96.0) 0.6 (0.3, 0.8) 16 16 (100.0) 0.1 (0.1, 0.3) 0.246 (0.128, 0.473) <0.0001 

   1 163 160 (98.2) 0.6 (0.4, 0.7) 82 79 (96.3) 0.2 (0.1, 0.3) 0.384 (0.288, 0.513) <0.0001 

   Interaction        0.0704 

 

Smoking Status         

   Current or Former 153 149 (97.4) 0.6 (0.4, 0.7) 61 60 (98.4) 0.2 (0.1, 0.3) 0.358 (0.259, 0.494) <0.0001 

   Never 60 59 (98.3) 0.5 (0.3, 0.7) 37 35 (94.6) 0.2 (0.1, 0.3) 0.381 (0.242, 0.599) <0.0001 

   Interaction        0.4280 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 122 (97.6) 0.6 (0.5, 0.7) 59 57 (96.6) 0.3 (0.1, 0.3) 0.341 (0.241, 0.484) <0.0001 

   Squamous 88 86 (97.7) 0.5 (0.3, 0.7) 39 38 (97.4) 0.2 (0.1, 0.3) 0.367 (0.243, 0.552) <0.0001 

   Interaction        0.5017 

 

EGFR mutation at baseline         

   Wild type 143 139 (97.2) 0.6 (0.5, 0.7) 69 66 (95.7) 0.2 (0.1, 0.3) 0.367 (0.269, 0.502) <0.0001 

   Unknown 70 69 (98.6) 0.5 (0.3, 0.7) 29 29 (100.0) 0.2 (0.1, 0.3) 0.346 (0.213, 0.564) <0.0001 

   Interaction        0.4837 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 106 (98.1) 0.6 (0.4, 0.7) 46 45 (97.8) 0.1 (0.1, 0.3) 0.299 (0.202, 0.441) <0.0001 

   Unknown 105 102 (97.1) 0.5 (0.3, 0.7) 52 50 (96.2) 0.2 (0.2, 0.3) 0.416 (0.290, 0.596) <0.0001 

   Interaction        0.3677 

 

Line of therapy         

   Second 179 175 (97.8) 0.5 (0.4, 0.7) 84 83 (98.8) 0.2 (0.1, 0.3) 0.367 (0.277, 0.485) <0.0001 

   Third 34 33 (97.1) 0.7 (0.3, 0.8) 14 12 (85.7) 0.2 (0.1, 0.3) 0.342 (0.161, 0.725) 0.0049 

   Interaction        0.5923 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 31 (96.9) 0.6 (0.3, 1.2) 8 8 (100.0) 0.2 (0.0, 0.5) 0.282 (0.119, 0.669) 0.0012 

   Metastatic 181 177 (97.8) 0.6 (0.4, 0.7) 90 87 (96.7) 0.2 (0.1, 0.3) 0.377 (0.286, 0.496) <0.0001 

   Interaction        0.3387 

 

Brain metastases at baseline         

   Yes 13 13 (100.0) 1.0 (0.3, 1.2) 8 7 (87.5) 0.2 (0.0, NE) 0.227 (0.074, 0.702) 0.0057 

   No 200 195 (97.5) 0.5 (0.4, 0.7) 90 88 (97.8) 0.2 (0.1, 0.3) 0.367 (0.280, 0.481) <0.0001 

   Interaction        0.7776 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 25 (96.2) 0.5 (0.2, 0.7) 15 14 (93.3) 0.1 (0.1, 0.3) 0.377 (0.183, 0.775) 0.0068 

   No 187 183 (97.9) 0.6 (0.5, 0.7) 83 81 (97.6) 0.2 (0.2, 0.3) 0.362 (0.273, 0.479) <0.0001 

   Interaction        0.6117 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 46 (32.2) NR (12.5, NE) 62 41 (66.1) 0.8 (0.3, 2.9) 0.275 (0.179, 0.422) <0.0001 

   Age >= 65 Years 70 30 (42.9) 16.4 (4.0, NE) 36 30 (83.3) 0.3 (0.3, 1.0) 0.200 (0.116, 0.347) <0.0001 

   Interaction        0.4642 

 

Sex         

   Male 166 63 (38.0) 18.8 (11.4, NE) 71 52 (73.2) 0.4 (0.3, 1.5) 0.266 (0.182, 0.390) <0.0001 

   Female 47 13 (27.7) NR (7.3, NE) 27 19 (70.4) 0.3 (0.3, 1.0) 0.183 (0.088, 0.380) <0.0001 

   Interaction        0.2082 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 59 (35.3) 21.7 (16.4, NE) 84 63 (75.0) 0.3 (0.3, 1.0) 0.228 (0.157, 0.331) <0.0001 

   White 38 15 (39.5) 12.5 (4.2, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.468 (0.177, 1.237) 0.1303 

   Other 8 2 (25.0) NR (1.4, NE) 2 2 (100.0) 0.4 (0.3, NE) 0.000 (0.000, NE) 0.0009 

   Interaction        0.1230 

 

Region         

   China 167 59 (35.3) 21.7 (16.4, NE) 84 63 (75.0) 0.3 (0.3, 1.0) 0.228 (0.157, 0.331) <0.0001 

   Europe 32 12 (37.5) 12.5 (3.4, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.427 (0.154, 1.183) 0.1037 

   Other 14 5 (35.7) NR (2.0, NE) 2 2 (100.0) 0.4 (0.3, NE) 0.045 (0.004, 0.512) 0.0004 

   Interaction        0.2066 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 19 (38.0) 18.8 (4.2, NE) 16 15 (93.8) 0.3 (0.2, 0.4) 0.064 (0.026, 0.153) <0.0001 

   1 163 57 (35.0) 21.7 (11.4, NE) 82 56 (68.3) 0.9 (0.3, 1.6) 0.285 (0.195, 0.417) <0.0001 

   Interaction        0.0133 

 

Smoking Status         

   Current or Former 153 58 (37.9) 18.8 (11.4, NE) 61 45 (73.8) 0.8 (0.3, 1.6) 0.251 (0.167, 0.377) <0.0001 

   Never 60 18 (30.0) NR (7.3, NE) 37 26 (70.3) 0.3 (0.3, 1.0) 0.220 (0.119, 0.407) <0.0001 

   Interaction        0.3533 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 42 (33.6) NR (10.7, NE) 59 40 (67.8) 0.5 (0.3, 1.6) 0.254 (0.163, 0.397) <0.0001 

   Squamous 88 34 (38.6) 18.8 (3.4, NE) 39 31 (79.5) 0.3 (0.3, 1.1) 0.230 (0.138, 0.384) <0.0001 

   Interaction        0.8313 

 

EGFR mutation at baseline         

   Wild type 143 46 (32.2) NR (11.4, NE) 69 46 (66.7) 0.8 (0.3, 1.6) 0.242 (0.158, 0.370) <0.0001 

   Unknown 70 30 (42.9) 16.4 (2.8, NE) 29 25 (86.2) 0.3 (0.3, 1.1) 0.218 (0.125, 0.383) <0.0001 

   Interaction        0.8192 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 32 (29.6) NR (NE, NE) 46 31 (67.4) 0.4 (0.3, 1.6) 0.197 (0.115, 0.336) <0.0001 

   Unknown 105 44 (41.9) 12.5 (3.9, 21.7) 52 40 (76.9) 0.3 (0.3, 1.5) 0.283 (0.182, 0.440) <0.0001 

   Interaction        0.1555 

 

Line of therapy         

   Second 179 61 (34.1) NR (12.5, NE) 84 59 (70.2) 0.8 (0.3, 1.6) 0.263 (0.182, 0.379) <0.0001 

   Third 34 15 (44.1) 16.4 (4.2, NE) 14 12 (85.7) 0.3 (0.2, 0.4) 0.090 (0.033, 0.244) <0.0001 

   Interaction        0.1068 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 7 (21.9) NR (NE, NE) 8 5 (62.5) 0.7 (0.2, NE) 0.209 (0.066, 0.665) 0.0038 

   Metastatic 181 69 (38.1) 18.8 (10.7, NE) 90 66 (73.3) 0.3 (0.3, 1.0) 0.249 (0.175, 0.355) <0.0001 

   Interaction        0.7298 

 

Brain metastases at baseline         

   Yes 13 5 (38.5) NR (0.7, NE) 8 4 (50.0) NR (0.3, NE) 0.415 (0.109, 1.584) 0.1841 

   No 200 71 (35.5) 21.7 (12.5, NE) 90 67 (74.4) 0.3 (0.3, 1.0) 0.226 (0.160, 0.322) <0.0001 

   Interaction        0.3017 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 15 (57.7) 2.6 (0.7, NE) 15 13 (86.7) 0.3 (0.2, 0.8) 0.263 (0.121, 0.575) 0.0004 

   No 187 61 (32.6) 21.7 (16.4, NE) 83 58 (69.9) 0.5 (0.3, 1.6) 0.232 (0.159, 0.337) <0.0001 

   Interaction        0.6693 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 39 (27.3) 21.6 (12.5, NE) 62 14 (22.6) NR (NE, NE) 0.917 (0.494, 1.701) 0.7974 

   Age >= 65 Years 70 26 (37.1) 18.0 (11.4, NE) 36 12 (33.3) NR (2.6, NE) 0.777 (0.386, 1.567) 0.4807 

   Interaction        0.6945 

 

Sex         

   Male 166 57 (34.3) 18.0 (12.5, NE) 71 20 (28.2) NR (2.7, NE) 0.887 (0.530, 1.487) 0.6559 

   Female 47 8 (17.0) NR (NE, NE) 27 6 (22.2) NR (NE, NE) 0.611 (0.211, 1.771) 0.3679 

   Interaction        0.4187 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 51 (30.5) 21.6 (16.6, NE) 84 23 (27.4) NR (NE, NE) 0.816 (0.495, 1.346) 0.4351 

   White 38 12 (31.6) 12.5 (11.4, NE) 12 3 (25.0) NR (0.3, NE) 0.974 (0.271, 3.499) 0.9652 

   Other 8 2 (25.0) NR (1.4, NE) 2 0 (0.0) NR (NE, NE) 12353624.132 (0.000, 

NE) 

0.5024 

   Interaction        0.9236 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 51 (30.5) 21.6 (16.6, NE) 84 23 (27.4) NR (NE, NE) 0.816 (0.495, 1.346) 0.4351 

   Europe 32 9 (28.1) 12.5 (11.4, NE) 12 3 (25.0) NR (0.3, NE) 0.824 (0.217, 3.120) 0.7705 

   Other 14 5 (35.7) NR (2.0, NE) 2 0 (0.0) NR (NE, NE) 10991895.736 (0.000, 

NE) 

0.4030 

   Interaction        0.9773 

 

ECOG performance-status score         

   0 50 17 (34.0) 18.8 (4.2, NE) 16 3 (18.8) NR (NE, NE) 1.053 (0.300, 3.692) 0.9374 

   1 163 48 (29.4) NR (14.4, NE) 82 23 (28.0) NR (4.2, NE) 0.808 (0.488, 1.335) 0.4124 

   Interaction        0.4747 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-tteae-subgrp.sas  27AUG2024 05:02  t-14-03-01-02-01-01-s-tteae-subgrp-ia.rtf 

1113



Protocol BGB-A317-303 Page 18 of 28 
 

Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 52 (34.0) 18.0 (12.5, NE) 61 17 (27.9) NR (2.7, NE) 0.851 (0.487, 1.484) 0.5704 

   Never 60 13 (21.7) 21.6 (21.6, NE) 37 9 (24.3) NR (NE, NE) 0.674 (0.283, 1.603) 0.3842 

   Interaction        0.5527 

 

Histology         

   Non-squamous 125 37 (29.6) 21.6 (12.5, NE) 59 11 (18.6) NR (NE, NE) 1.311 (0.666, 2.579) 0.4237 

   Squamous 88 28 (31.8) 18.0 (14.4, NE) 39 15 (38.5) 4.2 (1.7, NE) 0.451 (0.232, 0.875) 0.0161 

   Interaction        0.0485 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 40 (28.0) 21.6 (16.6, NE) 69 14 (20.3) NR (NE, NE) 1.081 (0.585, 1.997) 0.7961 

   Unknown 70 25 (35.7) 14.4 (4.6, NE) 29 12 (41.4) 2.6 (1.1, NE) 0.485 (0.235, 1.000) 0.0467 

   Interaction        0.1337 

 

ALK rearrangement at baseline         

   Wild type 108 26 (24.1) 22.4 (21.6, NE) 46 10 (21.7) NR (NE, NE) 0.734 (0.343, 1.569) 0.4239 

   Unknown 105 39 (37.1) 12.5 (5.7, 18.8) 52 16 (30.8) NR (2.7, NE) 1.021 (0.570, 1.828) 0.9345 

   Interaction        0.3773 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 50 (27.9) 22.4 (18.8, NE) 84 21 (25.0) NR (NE, NE) 0.854 (0.511, 1.429) 0.5538 

   Third 34 15 (44.1) 14.4 (4.2, NE) 14 5 (35.7) 2.7 (0.3, NE) 0.702 (0.244, 2.022) 0.5188 

   Interaction        0.8173 

 

Disease Stage         

   Locally advanced 32 8 (25.0) 21.6 (10.3, NE) 8 1 (12.5) NR (0.2, NE) 1.314 (0.158, 10.927) 0.7996 

   Metastatic 181 57 (31.5) 18.8 (14.4, NE) 90 25 (27.8) NR (NE, NE) 0.848 (0.527, 1.365) 0.5075 

   Interaction        0.5894 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 6 (46.2) 22.4 (1.5, NE) 8 3 (37.5) NR (0.3, NE) 0.732 (0.173, 3.094) 0.6571 

   No 200 59 (29.5) 21.6 (14.4, NE) 90 23 (25.6) NR (NE, NE) 0.846 (0.519, 1.379) 0.5108 

   Interaction        0.9931 

 

Liver metastases at baseline         

   Yes 26 9 (34.6) 11.4 (2.6, NE) 15 3 (20.0) NR (0.4, NE) 1.376 (0.364, 5.197) 0.6285 

   No 187 56 (29.9) 21.6 (16.6, NE) 83 23 (27.7) NR (NE, NE) 0.791 (0.484, 1.293) 0.3545 

   Interaction        0.3914 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 8 (5.6) NR (NE, NE) 62 6 (9.7) NR (NE, NE) 0.442 (0.152, 1.285) 0.1243 

   Age >= 65 Years 70 11 (15.7) NR (16.6, NE) 36 7 (19.4) NR (3.9, NE) 0.601 (0.228, 1.588) 0.2987 

   Interaction        0.7769 

 

Sex         

   Male 166 17 (10.2) NR (NE, NE) 71 11 (15.5) NR (NE, NE) 0.479 (0.221, 1.037) 0.0564 

   Female 47 2 (4.3) NR (NE, NE) 27 2 (7.4) NR (NE, NE) 0.495 (0.069, 3.529) 0.4736 

   Interaction        0.9735 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 14 (8.4) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.422 (0.192, 0.929) 0.0275 

   White 38 5 (13.2) NR (12.5, NE) 12 1 (8.3) NR (2.7, NE) 1.195 (0.133, 10.743) 0.8736 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.5559 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 14 (8.4) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.422 (0.192, 0.929) 0.0275 

   Europe 32 4 (12.5) NR (12.5, NE) 12 1 (8.3) NR (2.7, NE) 1.039 (0.108, 10.028) 0.9735 

   Other 14 1 (7.1) NR (NE, NE) 2 0 (0.0) NR (NE, NE) 11001889.140 (0.000, 

NE) 

0.7055 

   Interaction        0.5836 

 

ECOG performance-status score         

   0 50 6 (12.0) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 1.347 (0.161, 11.293) 0.7824 

   1 163 13 (8.0) NR (NE, NE) 82 12 (14.6) NR (NE, NE) 0.420 (0.190, 0.932) 0.0280 

   Interaction        0.3080 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 16 (10.5) NR (NE, NE) 61 10 (16.4) NR (NE, NE) 0.441 (0.197, 0.990) 0.0415 

   Never 60 3 (5.0) NR (NE, NE) 37 3 (8.1) NR (NE, NE) 0.559 (0.113, 2.778) 0.4712 

   Interaction        0.9536 

 

Histology         

   Non-squamous 125 11 (8.8) NR (NE, NE) 59 4 (6.8) NR (NE, NE) 1.054 (0.333, 3.343) 0.9279 

   Squamous 88 8 (9.1) NR (16.4, NE) 39 9 (23.1) NR (3.9, NE) 0.245 (0.090, 0.668) 0.0031 

   Interaction        0.0603 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 12 (8.4) NR (NE, NE) 69 7 (10.1) NR (NE, NE) 0.636 (0.247, 1.635) 0.3440 

   Unknown 70 7 (10.0) NR (16.4, NE) 29 6 (20.7) NR (3.9, NE) 0.309 (0.098, 0.972) 0.0340 

   Interaction        0.3575 

 

ALK rearrangement at baseline         

   Wild type 108 7 (6.5) NR (NE, NE) 46 5 (10.9) NR (NE, NE) 0.340 (0.100, 1.162) 0.0715 

   Unknown 105 12 (11.4) NR (16.4, NE) 52 8 (15.4) NR (NE, NE) 0.641 (0.262, 1.572) 0.3271 

   Interaction        0.4292 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 15 (8.4) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.467 (0.217, 1.003) 0.0459 

   Third 34 4 (11.8) NR (16.4, NE) 14 1 (7.1) NR (2.7, NE) 0.667 (0.060, 7.407) 0.7401 

   Interaction        0.4703 

 

Disease Stage         

   Locally advanced 32 3 (9.4) NR (NE, NE) 8 1 (12.5) NR (0.3, NE) 0.668 (0.069, 6.451) 0.7258 

   Metastatic 181 16 (8.8) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.484 (0.226, 1.039) 0.0574 

   Interaction        0.8757 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (2.6, NE) 0.424 (0.026, 6.911) 0.5347 

   No 200 18 (9.0) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.494 (0.235, 1.040) 0.0584 

   Interaction        0.9668 

 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (NE, NE) 15 1 (6.7) NR (NE, NE) 1.063 (0.096, 11.738) 0.9600 

   No 187 17 (9.1) NR (NE, NE) 83 12 (14.5) NR (NE, NE) 0.444 (0.209, 0.942) 0.0299 

   Interaction        0.4988 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 143, events = 139, Median: 0.5, 95% CI: 0.3 - 0.7

Docetaxel: n = 62, events = 59, Median: 0.3, 95% CI: 0.1 - 0.3

HR (95% CI): 0.462 (0.335, 0.636)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 70, events = 69, Median: 0.6, 95% CI: 0.5 - 0.8

Docetaxel: n = 36, events = 36, Median: 0.1, 95% CI: 0.1 - 0.3

HR (95% CI): 0.200 (0.123, 0.323)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 167, events = 164, Median: 0.5, 95% CI: 0.4 - 0.7

Docetaxel: n = 84, events = 82, Median: 0.2, 95% CI: 0.1 - 0.3

HR (95% CI): 0.332 (0.248, 0.446)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-tteae-subgrp.sas  27AUG2024 02:16  f-14-03-01-01-s-km-tteae-subgrp-ia.rtf 

1127



Protocol BGB-A317-303 Page 4 of 9 

Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 38, events = 36, Median: 0.5, 95% CI: 0.3 - 1.2

Docetaxel: n = 12, events = 11, Median: 0.3, 95% CI: 0.1 - 0.5

HR (95% CI): 0.560 (0.279, 1.121)

Log-rank test p-value: 0.1096

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 8, events = 8, Median: 0.7, 95% CI: 0.1 - 1.2

Docetaxel: n = 2, events = 2, Median: 0.0, 95% CI: 0.0 - NE

HR (95% CI): 0.061 (0.005, 0.723)

Log-rank test p-value: 0.0062

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 50, events = 19, Median: 18.8, 95% CI: 4.2 - NE

Docetaxel: n = 16, events = 15, Median: 0.3, 95% CI: 0.2 - 0.4

HR (95% CI): 0.064 (0.026, 0.153)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 163, events = 57, Median: 21.7, 95% CI: 11.4 - NE

Docetaxel: n = 82, events = 56, Median: 0.9, 95% CI: 0.3 - 1.6

HR (95% CI): 0.285 (0.195, 0.417)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 125, events = 37, Median: 21.6, 95% CI: 12.5 - NE

Docetaxel: n = 59, events = 11, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.311 (0.666, 2.579)

Log-rank test p-value: 0.4237

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 88, events = 28, Median: 18.0, 95% CI: 14.4 - NE

Docetaxel: n = 39, events = 15, Median: 4.2, 95% CI: 1.7 - NE

HR (95% CI): 0.451 (0.232, 0.875)

Log-rank test p-value: 0.0161

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Blood and lymphatic system disorders 213 69 (32.4) NR (13.4, NE) 98 68 (69.4) 0.7 (0.3, 1.1) 0.242 (0.170, 0.345) <0.0001 

   Anaemia 213 57 (26.8) NR (NE, NE) 98 44 (44.9) 4.6 (1.7, NE) 0.408 (0.271, 0.615) <0.0001 

   Febrile neutropenia 213 0 (0.0) NR (NE, NE) 98 16 (16.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Leukopenia 213 7 (3.3) NR (NE, NE) 98 28 (28.6) NR (7.2, NE) 0.083 (0.034, 0.200) <0.0001 

   Neutropenia 213 4 (1.9) NR (NE, NE) 98 29 (29.6) NR (NE, NE) 0.051 (0.018, 0.145) <0.0001 

 

Cardiac disorders 213 19 (8.9) NR (NE, NE) 98 10 (10.2) NR (NE, NE) 0.757 (0.346, 1.656) 0.4834 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Endocrine disorders 213 31 (14.6) NR (NE, NE) 98 0 (0.0) NR (NE, NE) 15209400.497 (0.000, 

NE) 

0.0009 

   Hypothyroidism 213 25 (11.7) NR (30.4, NE) 98 0 (0.0) NR (NE, NE) 14987657.760 (0.000, 

NE) 

0.0045 

 

Eye disorders 213 12 (5.6) NR (NE, NE) 98 0 (0.0) NR (NE, NE) 14640662.165 (0.000, 

NE) 

0.0643 

 

Gastrointestinal disorders 213 77 (36.2) 18.8 (7.2, NE) 98 51 (52.0) 2.1 (1.3, NE) 0.477 (0.332, 0.686) <0.0001 

   Constipation 213 26 (12.2) NR (NE, NE) 98 12 (12.2) NR (NE, NE) 0.863 (0.433, 1.719) 0.6766 

   Diarrhoea 213 19 (8.9) NR (NE, NE) 98 14 (14.3) NR (NE, NE) 0.471 (0.232, 0.955) 0.0329 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Nausea 213 24 (11.3) NR (NE, NE) 98 17 (17.3) NR (NE, NE) 0.554 (0.295, 1.042) 0.0631 

   Vomiting 213 14 (6.6) NR (NE, NE) 98 9 (9.2) NR (NE, NE) 0.621 (0.267, 1.444) 0.2644 

 

General disorders and administration site 

conditions 

213 94 (44.1) 7.7 (5.4, NE) 98 52 (53.1) 3.4 (1.2, 5.9) 0.590 (0.416, 0.835) 0.0027 

   Asthenia 213 27 (12.7) NR (NE, NE) 98 22 (22.4) NR (NE, NE) 0.418 (0.234, 0.747) 0.0025 

   Fatigue 213 15 (7.0) NR (NE, NE) 98 10 (10.2) NR (NE, NE) 0.579 (0.257, 1.302) 0.1814 

   Malaise 213 16 (7.5) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 1.070 (0.417, 2.750) 0.8878 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Pyrexia 213 29 (13.6) NR (NE, NE) 98 10 (10.2) NR (NE, NE) 1.183 (0.573, 2.443) 0.6507 

 

Infections and infestations 213 53 (24.9) NR (17.2, NE) 98 29 (29.6) 10.0 (4.2, NE) 0.588 (0.369, 0.937) 0.0237 

   Pneumonia 213 23 (10.8) NR (21.6, NE) 98 12 (12.2) NR (NE, NE) 0.648 (0.316, 1.327) 0.2316 

   Upper respiratory tract infection 213 14 (6.6) NR (NE, NE) 98 14 (14.3) NR (10.0, NE) 0.336 (0.158, 0.714) 0.0030 

 

Investigations 213 126 (59.2) 2.1 (1.8, 3.5) 98 62 (63.3) 1.1 (0.7, 1.7) 0.650 (0.477, 0.884) 0.0067 

   Alanine aminotransferase increased 213 50 (23.5) 21.4 (19.6, NE) 98 18 (18.4) NR (NE, NE) 1.055 (0.612, 1.821) 0.8424 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Aspartate aminotransferase increased 213 43 (20.2) NR (21.4, NE) 98 16 (16.3) NR (NE, NE) 0.996 (0.557, 1.781) 0.9870 

   Blood alkaline phosphatase increased 213 15 (7.0) NR (NE, NE) 98 4 (4.1) NR (NE, NE) 1.535 (0.506, 4.655) 0.4444 

   Blood bilirubin increased 213 10 (4.7) NR (NE, NE) 98 11 (11.2) NR (NE, NE) 0.349 (0.147, 0.830) 0.0128 

   Blood creatine phosphokinase 

increased 

213 19 (8.9) NR (NE, NE) 98 1 (1.0) NR (NE, NE) 6.994 (0.932, 52.504) 0.0278 

   Blood creatinine increased 213 11 (5.2) NR (NE, NE) 98 3 (3.1) NR (NE, NE) 1.432 (0.398, 5.152) 0.5800 

   Blood lactate dehydrogenase increased 213 16 (7.5) NR (NE, NE) 98 5 (5.1) NR (NE, NE) 1.282 (0.467, 3.519) 0.6293 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Blood thyroid stimulating hormone 

increased 

213 11 (5.2) NR (NE, NE) 98 2 (2.0) NR (NE, NE) 1.750 (0.383, 7.991) 0.4643 

   Gamma-glutamyltransferase increased 213 12 (5.6) NR (NE, NE) 98 7 (7.1) NR (NE, NE) 0.688 (0.268, 1.767) 0.4354 

   Lymphocyte count decreased 213 13 (6.1) NR (NE, NE) 98 7 (7.1) NR (NE, NE) 0.761 (0.299, 1.936) 0.5726 

   Neutrophil count decreased 213 5 (2.3) NR (23.0, NE) 98 39 (39.8) NR (2.5, NE) 0.035 (0.012, 0.098) <0.0001 

   Weight decreased 213 36 (16.9) NR (NE, NE) 98 7 (7.1) NR (NE, NE) 1.828 (0.807, 4.138) 0.1405 

   White blood cell count decreased 213 8 (3.8) NR (23.0, NE) 98 33 (33.7) NR (3.9, NE) 0.088 (0.041, 0.192) <0.0001 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Metabolism and nutrition disorders 213 99 (46.5) 7.3 (5.1, 13.5) 98 41 (41.8) 14.9 (2.1, NE) 0.863 (0.596, 1.250) 0.4427 

   Decreased appetite 213 38 (17.8) NR (NE, NE) 98 21 (21.4) NR (NE, NE) 0.674 (0.391, 1.162) 0.1533 

   Hyperglycaemia 213 23 (10.8) NR (29.7, NE) 98 14 (14.3) NR (14.9, NE) 0.607 (0.309, 1.195) 0.1444 

   Hypoalbuminaemia 213 27 (12.7) NR (NE, NE) 98 14 (14.3) NR (NE, NE) 0.664 (0.342, 1.290) 0.2237 

   Hypocalcaemia 213 12 (5.6) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 0.869 (0.326, 2.321) 0.7822 

   Hypokalaemia 213 11 (5.2) NR (NE, NE) 98 3 (3.1) NR (NE, NE) 1.291 (0.354, 4.714) 0.6992 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Hyponatraemia 213 13 (6.1) NR (NE, NE) 98 13 (13.3) NR (NE, NE) 0.318 (0.141, 0.718) 0.0038 

 

Musculoskeletal and connective tissue 

disorders 

213 56 (26.3) NR (NE, NE) 98 28 (28.6) 12.0 (4.9, NE) 0.796 (0.503, 1.259) 0.3285 

   Arthralgia 213 10 (4.7) NR (NE, NE) 98 4 (4.1) NR (NE, NE) 0.924 (0.284, 3.013) 0.8960 

   Back pain 213 14 (6.6) NR (NE, NE) 98 7 (7.1) NR (NE, NE) 0.853 (0.344, 2.118) 0.7314 

   Musculoskeletal pain 213 13 (6.1) NR (NE, NE) 98 2 (2.0) NR (NE, NE) 2.386 (0.530, 10.728) 0.2424 

   Pain in extremity 213 10 (4.7) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 0.699 (0.254, 1.925) 0.4858 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Neoplasms benign, malignant and 

unspecified (incl cysts and polyps) 

213 11 (5.2) NR (NE, NE) 98 5 (5.1) NR (NE, NE) 0.747 (0.253, 2.210) 0.5973 

 

Nervous system disorders 213 27 (12.7) NR (NE, NE) 98 21 (21.4) 7.4 (6.2, NE) 0.422 (0.234, 0.762) 0.0032 

 

Psychiatric disorders 213 16 (7.5) NR (NE, NE) 98 13 (13.3) NR (NE, NE) 0.438 (0.208, 0.922) 0.0257 

   Insomnia 213 11 (5.2) NR (NE, NE) 98 10 (10.2) NR (NE, NE) 0.400 (0.168, 0.954) 0.0328 

 

Renal and urinary disorders 213 17 (8.0) NR (NE, NE) 98 8 (8.2) NR (NE, NE) 0.778 (0.329, 1.842) 0.5671 

 

Respiratory, thoracic and mediastinal 

disorders 

213 108 (50.7) 4.6 (2.8, 8.2) 98 40 (40.8) 7.6 (2.6, NE) 1.035 (0.718, 1.492) 0.8561 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Cough 213 48 (22.5) NR (NE, NE) 98 19 (19.4) NR (7.6, NE) 0.949 (0.554, 1.626) 0.8473 

   Dyspnoea 213 29 (13.6) NR (NE, NE) 98 8 (8.2) NR (NE, NE) 1.430 (0.651, 3.143) 0.3706 

   Haemoptysis 213 25 (11.7) NR (NE, NE) 98 7 (7.1) NR (NE, NE) 1.298 (0.554, 3.037) 0.5454 

   Pleural effusion 213 10 (4.7) NR (NE, NE) 98 2 (2.0) NR (NE, NE) 2.133 (0.466, 9.765) 0.3176 

   Pneumonitis 213 10 (4.7) NR (NE, NE) 98 0 (0.0) NR (NE, NE) 14541729.586 (0.000, 

NE) 

0.1228 

   Productive cough 213 10 (4.7) NR (NE, NE) 98 10 (10.2) NR (NE, NE) 0.390 (0.162, 0.939) 0.0297 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Skin and subcutaneous tissue disorders 213 33 (15.5) NR (17.9, NE) 98 59 (60.2) 1.2 (0.7, 3.1) 0.106 (0.066, 0.171) <0.0001 

   Alopecia 213 2 (0.9) NR (NE, NE) 98 51 (52.0) 2.0 (0.9, NE) 0.011 (0.003, 0.046) <0.0001 

   Pruritus 213 13 (6.1) NR (NE, NE) 98 2 (2.0) NR (NE, NE) 1.961 (0.431, 8.932) 0.3751 

   Rash 213 10 (4.7) NR (NE, NE) 98 4 (4.1) NR (NE, NE) 0.877 (0.268, 2.870) 0.8288 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.3.1: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Blood and lymphatic system disorders 213 14 (6.6) NR (NE, NE) 98 44 (44.9) 4.6 (1.6, NE) 0.095 (0.051, 0.179) <0.0001 

   Anaemia 213 10 (4.7) NR (NE, NE) 98 4 (4.1) NR (NE, NE) 1.064 (0.332, 3.411) 0.9145 

   Febrile neutropenia 213 0 (0.0) NR (NE, NE) 98 16 (16.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Leukopenia 213 1 (0.5) NR (NE, NE) 98 17 (17.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Neutropenia 213 2 (0.9) NR (NE, NE) 98 26 (26.5) NR (7.2, NE) 0.028 (0.007, 0.117) <0.0001 

 

General disorders and administration site 

conditions 

213 8 (3.8) NR (NE, NE) 98 9 (9.2) NR (NE, NE) 0.372 (0.143, 0.967) 0.0354 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.3.1: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Infections and infestations 213 16 (7.5) NR (NE, NE) 98 16 (16.3) NR (10.0, NE) 0.342 (0.168, 0.698) 0.0020 

   Pneumonia 213 13 (6.1) NR (NE, NE) 98 9 (9.2) NR (NE, NE) 0.492 (0.205, 1.178) 0.1040 

   Upper respiratory tract infection 213 2 (0.9) NR (NE, NE) 98 6 (6.1) NR (10.0, NE) 0.121 (0.024, 0.604) 0.0022 

 

Investigations 213 12 (5.6) NR (NE, NE) 98 36 (36.7) NR (5.4, NE) 0.106 (0.053, 0.209) <0.0001 

   Neutrophil count decreased 213 2 (0.9) NR (NE, NE) 98 28 (28.6) NR (NE, NE) 0.013 (0.002, 0.095) <0.0001 

   White blood cell count decreased 213 1 (0.5) NR (NE, NE) 98 25 (25.5) NR (NE, NE) 0.015 (0.002, 0.109) <0.0001 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.3.1: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Metabolism and nutrition disorders 213 11 (5.2) NR (NE, NE) 98 13 (13.3) NR (NE, NE) 0.365 (0.163, 0.815) 0.0104 

   Hyponatraemia 213 2 (0.9) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 0.146 (0.029, 0.724) 0.0063 

 

Respiratory, thoracic and mediastinal 

disorders 

213 21 (9.9) NR (NE, NE) 98 5 (5.1) NR (NE, NE) 1.728 (0.647, 4.615) 0.2695 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.4.1: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Blood and lymphatic system disorders 213 4 (1.9) NR (NE, NE) 98 12 (12.2) NR (NE, NE) 0.134 (0.043, 0.418) <0.0001 

   Febrile neutropenia 213 0 (0.0) NR (NE, NE) 98 7 (7.1) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Neutropenia 213 0 (0.0) NR (NE, NE) 98 5 (5.1) NR (NE, NE) 0.000 (0.000, NE) 0.0006 

 

Infections and infestations 213 14 (6.6) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 0.678 (0.251, 1.829) 0.4406 

   Pneumonia 213 14 (6.6) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 0.631 (0.230, 1.730) 0.3677 

 

Respiratory, thoracic and mediastinal 

disorders 

213 28 (13.1) NR (NE, NE) 98 4 (4.1) NR (NE, NE) 2.802 (0.978, 8.028) 0.0452 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.10: 

Treatment-Emergent Adverse Events Leading to Treatment Discontinuation by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

System Organ Class 

    Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

Patients With at Least One Event 19 (8.9) 13 (13.3) 

 

Respiratory, thoracic and mediastinal disorders 9 (4.2) 0 (0.0) 

Pneumonitis 4 (1.9) 0 (0.0) 

Interstitial lung disease 2 (0.9) 0 (0.0) 

Acute respiratory failure 1 (0.5) 0 (0.0) 

Dyspnoea 1 (0.5) 0 (0.0) 

Immune-mediated pneumonitis 1 (0.5) 0 (0.0) 

 

Infections and infestations 4 (1.9) 3 (3.1) 

Pneumonia 4 (1.9) 3 (3.1) 

 

General disorders and administration site conditions 2 (0.9) 3 (3.1) 

Death 1 (0.5) 1 (1.0) 

Fatigue 1 (0.5) 0 (0.0) 

Asthenia 0 (0.0) 1 (1.0) 

Pyrexia 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADAE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with multiple events for a given preferred term and system organ class were counted only once for each preferred term and system organ class, respectively. 

MedDRA Version: 23.0. 
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Table 14.3.1.2.10: 

Treatment-Emergent Adverse Events Leading to Treatment Discontinuation by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

System Organ Class 

    Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

Cardiac disorders 1 (0.5) 2 (2.0) 

Pericardial effusion 1 (0.5) 0 (0.0) 

Acute left ventricular failure 0 (0.0) 1 (1.0) 

Arrhythmia supraventricular 0 (0.0) 1 (1.0) 

 

Hepatobiliary disorders 1 (0.5) 0 (0.0) 

Hepatic function abnormal 1 (0.5) 0 (0.0) 

 

Nervous system disorders 1 (0.5) 0 (0.0) 

Cerebral artery occlusion 1 (0.5) 0 (0.0) 

 

Psychiatric disorders 1 (0.5) 0 (0.0) 

Depression 1 (0.5) 0 (0.0) 

 

Renal and urinary disorders 1 (0.5) 0 (0.0) 

Chronic kidney disease 1 (0.5) 0 (0.0) 

 

Blood and lymphatic system disorders 0 (0.0) 1 (1.0) 

Neutropenia 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADAE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with multiple events for a given preferred term and system organ class were counted only once for each preferred term and system organ class, respectively. 

MedDRA Version: 23.0. 
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Table 14.3.1.2.10: 

Treatment-Emergent Adverse Events Leading to Treatment Discontinuation by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

System Organ Class 

    Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

Gastrointestinal disorders 0 (0.0) 1 (1.0) 

Diarrhoea 0 (0.0) 1 (1.0) 

 

Investigations 0 (0.0) 1 (1.0) 

Neutrophil count decreased 0 (0.0) 1 (1.0) 

 

Metabolism and nutrition disorders 0 (0.0) 1 (1.0) 

Hyponatraemia 0 (0.0) 1 (1.0) 

 

Musculoskeletal and connective tissue disorders 0 (0.0) 1 (1.0) 

Spinal pain 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADAE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Patients with multiple events for a given preferred term and system organ class were counted only once for each preferred term and system organ class, respectively. 

MedDRA Version: 23.0. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-ae-pt.sas  27AUG2024 02:37  t-14-03-01-02-10-ae-pt-dis-ia.rtf 

 

1151



Protocol BGB-A317-303 Page 1 of 64 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 69, Median: NR, 95% CI: 13.4 - NE

Docetaxel: n = 98, events = 68, Median: 0.7, 95% CI: 0.3 - 1.1

HR (95% CI): 0.242 (0.170, 0.345)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Blood and lymphatic system disorders / PT - Anaemia
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T islelizumab: n = 213, events = 57, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 44, Median: 4.6, 95% CI: 1.7 - NE

HR (95% CI): 0.408 (0.271, 0.615)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Blood and lymphatic system disorders / PT - Febrile  neutropenia
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 16, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.000 (0.000, NE)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Blood and lymphatic system disorders / PT - Leukopenia
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T islelizumab: n = 213, events = 7, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 28, Median: NR, 95% CI: 7.2 - NE

HR (95% CI): 0.083 (0.034, 0.200)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Blood and lymphatic system disorders / PT - Neutropenia
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T islelizumab: n = 213, events = 4, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 29, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.051 (0.018, 0.145)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Cardiac disorders
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T islelizumab: n = 213, events = 19, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.757 (0.346, 1.656)

Log-rank test p-value: 0.4834

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Endocrine disorders
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T islelizumab: n = 213, events = 31, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): 15209400.497 (0.000, NE)

Log-rank test p-value: 0.0009

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Endocrine disorders / PT - Hypothyroidism
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T islelizumab: n = 213, events = 25, Median: NR, 95% CI: 30.4 - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): 14987657.760 (0.000, NE)

Log-rank test p-value: 0.0045

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 12, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): 14640662.165 (0.000, NE)

Log-rank test p-value: 0.0643

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 77, Median: 18.8, 95% CI: 7.2 - NE

Docetaxel: n = 98, events = 51, Median: 2.1, 95% CI: 1.3 - NE

HR (95% CI): 0.477 (0.332, 0.686)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 26, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 12, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.863 (0.433, 1.719)

Log-rank test p-value: 0.6766

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 19, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 14, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.471 (0.232, 0.955)

Log-rank test p-value: 0.0329

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 24, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 17, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.554 (0.295, 1.042)

Log-rank test p-value: 0.0631

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 9, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.621 (0.267, 1.444)

Log-rank test p-value: 0.2644

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 94, Median: 7.7, 95% CI: 5.4 - NE

Docetaxel: n = 98, events = 52, Median: 3.4, 95% CI: 1.2 - 5.9

HR (95% CI): 0.590 (0.416, 0.835)

Log-rank test p-value: 0.0027

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 27, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 22, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.418 (0.234, 0.747)

Log-rank test p-value: 0.0025

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  26AUG2024 23:26  f-14-03-01-02-km-aesocpt-teae-ia.rtf 

1167



Protocol BGB-A317-303 Page 17 of 64 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 15, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.579 (0.257, 1.302)

Log-rank test p-value: 0.1814

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 16, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.070 (0.417, 2.750)

Log-rank test p-value: 0.8878

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - General disorders and administration site  conditions / PT - Pyrexia
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T islelizumab: n = 213, events = 29, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.183 (0.573, 2.443)

Log-rank test p-value: 0.6507

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Infections and infestations
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T islelizumab: n = 213, events = 53, Median: NR, 95% CI: 17.2 - NE

Docetaxel: n = 98, events = 29, Median: 10.0, 95% CI: 4.2 - NE

HR (95% CI): 0.588 (0.369, 0.937)

Log-rank test p-value: 0.0237

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Infections and infestations / PT - Pneumonia
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T islelizumab: n = 213, events = 23, Median: NR, 95% CI: 21.6 - NE

Docetaxel: n = 98, events = 12, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.648 (0.316, 1.327)

Log-rank test p-value: 0.2316

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Infections and infestations / PT - Upper respiratory tract infection
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T islelizumab: n = 213, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 14, Median: NR, 95% CI: 10.0 - NE

HR (95% CI): 0.336 (0.158, 0.714)

Log-rank test p-value: 0.0030

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 126, Median: 2.1, 95% CI: 1.8 - 3.5

Docetaxel: n = 98, events = 62, Median: 1.1, 95% CI: 0.7 - 1.7

HR (95% CI): 0.650 (0.477, 0.884)

Log-rank test p-value: 0.0067

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Alanine aminotransferase increased
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T islelizumab: n = 213, events = 50, Median: 21.4, 95% CI: 19.6 - NE

Docetaxel: n = 98, events = 18, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.055 (0.612, 1.821)

Log-rank test p-value: 0.8424

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 43, Median: NR, 95% CI: 21.4 - NE

Docetaxel: n = 98, events = 16, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.996 (0.557, 1.781)

Log-rank test p-value: 0.9870

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood alkaline phosphatase increased
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T islelizumab: n = 213, events = 15, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 4, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.535 (0.506, 4.655)

Log-rank test p-value: 0.4444

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood bilirubin increased
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 11, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.349 (0.147, 0.830)

Log-rank test p-value: 0.0128

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood creatine phosphokinase increased
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T islelizumab: n = 213, events = 19, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 1, Median: NR, 95% CI: NE - NE

HR (95% CI): 6.994 (0.932, 52.504)

Log-rank test p-value: 0.0278

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood creatinine increased
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T islelizumab: n = 213, events = 11, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 3, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.432 (0.398, 5.152)

Log-rank test p-value: 0.5800

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  26AUG2024 23:26  f-14-03-01-02-km-aesocpt-teae-ia.rtf 

1180



Protocol BGB-A317-303 Page 30 of 64 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood lactate  dehydrogenase increased
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T islelizumab: n = 213, events = 16, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 5, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.282 (0.467, 3.519)

Log-rank test p-value: 0.6293

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood thyroid stimulating hormone increased

0 3 6 9 12 15 18 21 24 27 30 33

213 124 79 49 34 26 16 10 4 2 1 0

98 42 19 8 5 4 2 1 1 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 11, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 2, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.750 (0.383, 7.991)

Log-rank test p-value: 0.4643

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Gamma-glutamyltransferase increased
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T islelizumab: n = 213, events = 12, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.688 (0.268, 1.767)

Log-rank test p-value: 0.4354

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Lymphocyte count decreased
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.761 (0.299, 1.936)

Log-rank test p-value: 0.5726

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Neutrophil count decreased
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T islelizumab: n = 213, events = 5, Median: NR, 95% CI: 23.0 - NE

Docetaxel: n = 98, events = 39, Median: NR, 95% CI: 2.5 - NE

HR (95% CI): 0.035 (0.012, 0.098)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Weight decreased
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T islelizumab: n = 213, events = 36, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.828 (0.807, 4.138)

Log-rank test p-value: 0.1405

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - White  blood cell  count decreased
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T islelizumab: n = 213, events = 8, Median: NR, 95% CI: 23.0 - NE

Docetaxel: n = 98, events = 33, Median: NR, 95% CI: 3.9 - NE

HR (95% CI): 0.088 (0.041, 0.192)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders
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T islelizumab: n = 213, events = 99, Median: 7.3, 95% CI: 5.1 - 13.5

Docetaxel: n = 98, events = 41, Median: 14.9, 95% CI: 2.1 - NE

HR (95% CI): 0.863 (0.596, 1.250)

Log-rank test p-value: 0.4427

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders / PT - Decreased appetite
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T islelizumab: n = 213, events = 38, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 21, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.674 (0.391, 1.162)

Log-rank test p-value: 0.1533

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders / PT - Hyperglycaemia
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T islelizumab: n = 213, events = 23, Median: NR, 95% CI: 29.7 - NE

Docetaxel: n = 98, events = 14, Median: NR, 95% CI: 14.9 - NE

HR (95% CI): 0.607 (0.309, 1.195)

Log-rank test p-value: 0.1444

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders / PT - Hypoalbuminaemia
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T islelizumab: n = 213, events = 27, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 14, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.664 (0.342, 1.290)

Log-rank test p-value: 0.2237

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders / PT - Hypocalcaemia
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T islelizumab: n = 213, events = 12, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.869 (0.326, 2.321)

Log-rank test p-value: 0.7822

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 11, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 3, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.291 (0.354, 4.714)

Log-rank test p-value: 0.6992

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders / PT - Hyponatraemia
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 13, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.318 (0.141, 0.718)

Log-rank test p-value: 0.0038

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Musculoskeletal and connective tissue disorders
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T islelizumab: n = 213, events = 56, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 28, Median: 12.0, 95% CI: 4.9 - NE

HR (95% CI): 0.796 (0.503, 1.259)

Log-rank test p-value: 0.3285

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Musculoskeletal and connective tissue disorders / PT - Arthralgia
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 4, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.924 (0.284, 3.013)

Log-rank test p-value: 0.8960

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Musculoskeletal and connective tissue disorders / PT - Back pain
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T islelizumab: n = 213, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.853 (0.344, 2.118)

Log-rank test p-value: 0.7314

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Musculoskeletal and connective tissue disorders / PT - Musculoskeletal pain
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 2, Median: NR, 95% CI: NE - NE

HR (95% CI): 2.386 (0.530, 10.728)

Log-rank test p-value: 0.2424

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.699 (0.254, 1.925)

Log-rank test p-value: 0.4858

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Neoplasms benign, malignant and unspecified (incl cysts and polyps)
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T islelizumab: n = 213, events = 11, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 5, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.747 (0.253, 2.210)

Log-rank test p-value: 0.5973

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Nervous system disorders
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T islelizumab: n = 213, events = 27, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 21, Median: 7.4, 95% CI: 6.2 - NE

HR (95% CI): 0.422 (0.234, 0.762)

Log-rank test p-value: 0.0032

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Psychiatric disorders
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T islelizumab: n = 213, events = 16, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 13, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.438 (0.208, 0.922)

Log-rank test p-value: 0.0257

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  26AUG2024 23:26  f-14-03-01-02-km-aesocpt-teae-ia.rtf 

1202



Protocol BGB-A317-303 Page 52 of 64 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Psychiatric disorders / PT - Insomnia
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T islelizumab: n = 213, events = 11, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.400 (0.168, 0.954)

Log-rank test p-value: 0.0328

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Renal and urinary disorders
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T islelizumab: n = 213, events = 17, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 8, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.778 (0.329, 1.842)

Log-rank test p-value: 0.5671

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders
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T islelizumab: n = 213, events = 108, Median: 4.6, 95% CI: 2.8 - 8.2

Docetaxel: n = 98, events = 40, Median: 7.6, 95% CI: 2.6 - NE

HR (95% CI): 1.035 (0.718, 1.492)

Log-rank test p-value: 0.8561

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Cough
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T islelizumab: n = 213, events = 48, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 19, Median: NR, 95% CI: 7.6 - NE

HR (95% CI): 0.949 (0.554, 1.626)

Log-rank test p-value: 0.8473

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Dyspnoea
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T islelizumab: n = 213, events = 29, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 8, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.430 (0.651, 3.143)

Log-rank test p-value: 0.3706

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Haemoptysis
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T islelizumab: n = 213, events = 25, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.298 (0.554, 3.037)

Log-rank test p-value: 0.5454

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Pleural effusion
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 2, Median: NR, 95% CI: NE - NE

HR (95% CI): 2.133 (0.466, 9.765)

Log-rank test p-value: 0.3176

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Pneumonitis
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): 14541729.586 (0.000, NE)

Log-rank test p-value: 0.1228

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Productive cough
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.390 (0.162, 0.939)

Log-rank test p-value: 0.0297

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Skin and subcutaneous tissue disorders
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T islelizumab: n = 213, events = 33, Median: NR, 95% CI: 17.9 - NE

Docetaxel: n = 98, events = 59, Median: 1.2, 95% CI: 0.7 - 3.1

HR (95% CI): 0.106 (0.066, 0.171)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 51, Median: 2.0, 95% CI: 0.9 - NE

HR (95% CI): 0.011 (0.003, 0.046)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Skin and subcutaneous tissue disorders / PT - Pruritus
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 2, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.961 (0.431, 8.932)

Log-rank test p-value: 0.3751

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Skin and subcutaneous tissue disorders / PT - Rash
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 4, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.877 (0.268, 2.870)

Log-rank test p-value: 0.8288

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Blood and lymphatic system disorders
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T islelizumab: n = 213, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 44, Median: 4.6, 95% CI: 1.6 - NE

HR (95% CI): 0.095 (0.051, 0.179)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Blood and lymphatic system disorders / PT - Anaemia
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 4, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.064 (0.332, 3.411)

Log-rank test p-value: 0.9145

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Blood and lymphatic system disorders / PT - Febrile  neutropenia
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 16, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.000 (0.000, NE)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Blood and lymphatic system disorders / PT - Leukopenia
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T islelizumab: n = 213, events = 1, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 17, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.000 (0.000, NE)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 26, Median: NR, 95% CI: 7.2 - NE

HR (95% CI): 0.028 (0.007, 0.117)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - General disorders and administration site  conditions
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T islelizumab: n = 213, events = 8, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 9, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.372 (0.143, 0.967)

Log-rank test p-value: 0.0354

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  26AUG2024 23:26  f-14-03-01-03-km-aesocpt-gr3-ia.rtf 

1221



Protocol BGB-A317-303 Page 7 of 15 

Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Infections and infestations
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T islelizumab: n = 213, events = 16, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 16, Median: NR, 95% CI: 10.0 - NE

HR (95% CI): 0.342 (0.168, 0.698)

Log-rank test p-value: 0.0020

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Infections and infestations / PT - Pneumonia
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 9, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.492 (0.205, 1.178)

Log-rank test p-value: 0.1040

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Infections and infestations / PT - Upper respiratory tract infection
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T islelizumab: n = 213, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: 10.0 - NE

HR (95% CI): 0.121 (0.024, 0.604)

Log-rank test p-value: 0.0022

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Investigations
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T islelizumab: n = 213, events = 12, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 36, Median: NR, 95% CI: 5.4 - NE

HR (95% CI): 0.106 (0.053, 0.209)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Investigations / PT - Neutrophil count decreased
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T islelizumab: n = 213, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 28, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.013 (0.002, 0.095)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Investigations / PT - White  blood cell  count decreased
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T islelizumab: n = 213, events = 1, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 25, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.015 (0.002, 0.109)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  26AUG2024 23:26  f-14-03-01-03-km-aesocpt-gr3-ia.rtf 

1227



Protocol BGB-A317-303 Page 13 of 15 

Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Metabolism and nutrition disorders
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T islelizumab: n = 213, events = 11, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 13, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.365 (0.163, 0.815)

Log-rank test p-value: 0.0104

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Metabolism and nutrition disorders / PT - Hyponatraemia

0 3 6 9 12 15 18 21 24 27 30 33

213 128 84 55 39 29 19 12 6 4 3 0

98 42 19 8 5 4 2 1 1 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.146 (0.029, 0.724)

Log-rank test p-value: 0.0063

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Respiratory, thoracic and mediastinal disorders
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T islelizumab: n = 213, events = 21, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 5, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.728 (0.647, 4.615)

Log-rank test p-value: 0.2695

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Blood and lymphatic system disorders
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T islelizumab: n = 213, events = 4, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 12, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.134 (0.043, 0.418)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Blood and lymphatic system disorders / PT - Febrile  neutropenia
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.000 (0.000, NE)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Blood and lymphatic system disorders / PT - Neutropenia

0 3 6 9 12 15 18 21 24 27 30 33

213 128 84 55 39 29 19 12 6 4 3 0

98 41 18 8 5 4 2 1 1 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 5, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.000 (0.000, NE)

Log-rank test p-value: 0.0006

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Infections and infestations
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T islelizumab: n = 213, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.678 (0.251, 1.829)

Log-rank test p-value: 0.4406

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Infections and infestations / PT - Pneumonia
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T islelizumab: n = 213, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.631 (0.230, 1.730)

Log-rank test p-value: 0.3677

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Respiratory, thoracic and mediastinal disorders
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T islelizumab: n = 213, events = 28, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 4, Median: NR, 95% CI: NE - NE

HR (95% CI): 2.802 (0.978, 8.028)

Log-rank test p-value: 0.0452

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 44 (30.8) NR (9.2, NE) 62 42 (67.7) 0.7 (0.3, 1.5) 0.265 (0.172, 0.409) <0.0001 

   Age >= 65 Years 70 25 (35.7) NR (5.7, NE) 36 26 (72.2) 0.7 (0.3, 1.2) 0.234 (0.131, 0.417) <0.0001 

   Interaction        0.8413 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 54 (32.5) NR (10.0, NE) 71 49 (69.0) 0.9 (0.3, 1.2) 0.242 (0.161, 0.363) <0.0001 

   Female 47 15 (31.9) NR (3.4, NE) 27 19 (70.4) 0.7 (0.3, 1.4) 0.255 (0.128, 0.508) <0.0001 

   Interaction        0.8638 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 56 (33.5) NR (10.0, NE) 84 59 (70.2) 0.9 (0.3, 1.2) 0.260 (0.178, 0.378) <0.0001 

   White 38 10 (26.3) NR (9.2, NE) 12 8 (66.7) 0.4 (0.3, NE) 0.188 (0.071, 0.497) 0.0003 

   Other 8 3 (37.5) NR (0.7, NE) 2 1 (50.0) NR (0.3, NE) 0.528 (0.054, 5.161) 0.5769 

   Interaction        0.6527 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 56 (33.5) NR (10.0, NE) 84 59 (70.2) 0.9 (0.3, 1.2) 0.260 (0.178, 0.378) <0.0001 

   Europe 32 10 (31.3) NR (3.4, NE) 12 8 (66.7) 0.4 (0.3, NE) 0.230 (0.087, 0.607) 0.0019 

   Other 14 3 (21.4) NR (3.5, NE) 2 1 (50.0) NR (0.3, NE) 0.288 (0.029, 2.811) 0.2539 

   Interaction        0.9742 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1240



Protocol BGB-A317-303 Page 5 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 13 (26.0) NR (7.9, NE) 16 11 (68.8) 0.6 (0.3, NE) 0.221 (0.098, 0.499) <0.0001 

   1 163 56 (34.4) NR (9.2, NE) 82 57 (69.5) 0.9 (0.3, 1.2) 0.267 (0.182, 0.391) <0.0001 

   Interaction        0.6228 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 47 (30.7) NR (13.4, NE) 61 44 (72.1) 0.5 (0.3, 1.1) 0.200 (0.130, 0.309) <0.0001 

   Never 60 22 (36.7) NR (3.4, NE) 37 24 (64.9) 1.0 (0.4, 4.1) 0.387 (0.216, 0.693) 0.0011 

   Interaction        0.1130 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 35 (28.0) NR (NE, NE) 59 41 (69.5) 0.9 (0.4, 1.2) 0.232 (0.147, 0.367) <0.0001 

   Squamous 88 34 (38.6) 13.4 (5.7, NE) 39 27 (69.2) 0.5 (0.3, 1.5) 0.270 (0.158, 0.461) <0.0001 

   Interaction        0.4832 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 40 (28.0) NR (NE, NE) 69 47 (68.1) 0.9 (0.4, 1.1) 0.235 (0.153, 0.361) <0.0001 

   Unknown 70 29 (41.4) 10.0 (3.9, NE) 29 21 (72.4) 0.3 (0.3, 1.7) 0.270 (0.149, 0.490) <0.0001 

   Interaction        0.5295 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 29 (26.9) NR (NE, NE) 46 35 (76.1) 0.6 (0.3, 1.0) 0.174 (0.105, 0.290) <0.0001 

   Unknown 105 40 (38.1) 13.4 (5.7, NE) 52 33 (63.5) 1.0 (0.3, 2.2) 0.363 (0.227, 0.579) <0.0001 

   Interaction        0.0266 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 58 (32.4) NR (10.0, NE) 84 57 (67.9) 0.9 (0.5, 1.5) 0.282 (0.194, 0.410) <0.0001 

   Third 34 11 (32.4) NR (3.9, NE) 14 11 (78.6) 0.3 (0.2, 1.4) 0.102 (0.038, 0.272) <0.0001 

   Interaction        0.0655 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 11 (34.4) NR (4.1, NE) 8 6 (75.0) 0.7 (0.2, NE) 0.226 (0.082, 0.628) 0.0020 

   Metastatic 181 58 (32.0) NR (13.4, NE) 90 62 (68.9) 0.7 (0.3, 1.2) 0.259 (0.180, 0.374) <0.0001 

   Interaction        0.7196 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (1.4, NE) 8 5 (62.5) 1.4 (0.1, NE) 0.221 (0.052, 0.943) 0.0274 

   No 200 66 (33.0) NR (13.4, NE) 90 63 (70.0) 0.7 (0.3, 1.0) 0.257 (0.181, 0.366) <0.0001 

   Interaction        0.7743 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 7 (26.9) 10.0 (2.2, NE) 15 9 (60.0) 1.0 (0.3, NE) 0.235 (0.083, 0.664) 0.0031 

   No 187 62 (33.2) NR (13.4, NE) 83 59 (71.1) 0.7 (0.3, 1.0) 0.252 (0.175, 0.363) <0.0001 

   Interaction        0.7592 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 35 (24.5) NR (NE, NE) 62 25 (40.3) NR (2.0, NE) 0.484 (0.289, 0.811) 0.0049 

   Age >= 65 Years 70 22 (31.4) NR (13.4, NE) 36 19 (52.8) 2.7 (1.0, 6.4) 0.362 (0.191, 0.687) 0.0012 

   Interaction        0.5509 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 45 (27.1) NR (14.5, NE) 71 34 (47.9) 4.1 (1.4, NE) 0.378 (0.239, 0.597) <0.0001 

   Female 47 12 (25.5) NR (NE, NE) 27 10 (37.0) NR (1.4, NE) 0.585 (0.252, 1.355) 0.2075 

   Interaction        0.3867 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 46 (27.5) NR (14.5, NE) 84 40 (47.6) 4.6 (1.4, NE) 0.408 (0.266, 0.627) <0.0001 

   White 38 8 (21.1) NR (9.2, NE) 12 3 (25.0) NR (0.9, NE) 0.719 (0.186, 2.783) 0.6319 

   Other 8 3 (37.5) NR (0.7, NE) 2 1 (50.0) NR (1.2, NE) 0.649 (0.067, 6.322) 0.7074 

   Interaction        0.6043 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 46 (27.5) NR (14.5, NE) 84 40 (47.6) 4.6 (1.4, NE) 0.408 (0.266, 0.627) <0.0001 

   Europe 32 8 (25.0) NR (9.2, NE) 12 3 (25.0) NR (0.9, NE) 0.894 (0.231, 3.458) 0.8709 

   Other 14 3 (21.4) NR (3.5, NE) 2 1 (50.0) NR (1.2, NE) 0.349 (0.036, 3.407) 0.3434 

   Interaction        0.4887 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 10 (20.0) NR (13.4, NE) 16 7 (43.8) 4.9 (0.9, NE) 0.340 (0.129, 0.900) 0.0226 

   1 163 47 (28.8) NR (14.5, NE) 82 37 (45.1) 4.6 (1.4, NE) 0.469 (0.303, 0.726) 0.0005 

   Interaction        0.5606 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 39 (25.5) NR (14.5, NE) 61 27 (44.3) 4.6 (1.4, NE) 0.392 (0.237, 0.648) 0.0002 

   Never 60 18 (30.0) NR (4.5, NE) 37 17 (45.9) 4.2 (1.2, NE) 0.538 (0.277, 1.045) 0.0629 

   Interaction        0.5868 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1255



Protocol BGB-A317-303 Page 20 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 27 (21.6) NR (NE, NE) 59 25 (42.4) 6.4 (1.4, NE) 0.400 (0.232, 0.690) 0.0007 

   Squamous 88 30 (34.1) 14.5 (9.2, NE) 39 19 (48.7) 2.7 (1.2, NE) 0.433 (0.236, 0.797) 0.0058 

   Interaction        0.5882 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 32 (22.4) NR (NE, NE) 69 28 (40.6) 6.4 (4.1, NE) 0.424 (0.255, 0.707) 0.0007 

   Unknown 70 25 (35.7) 14.5 (5.6, NE) 29 16 (55.2) 2.0 (1.0, NE) 0.384 (0.197, 0.748) 0.0036 

   Interaction        0.9266 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 23 (21.3) NR (NE, NE) 46 21 (45.7) 4.9 (1.2, NE) 0.323 (0.177, 0.589) 0.0001 

   Unknown 105 34 (32.4) 14.5 (9.2, NE) 52 23 (44.2) 4.6 (2.0, NE) 0.588 (0.345, 1.001) 0.0478 

   Interaction        0.0846 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 48 (26.8) NR (NE, NE) 84 36 (42.9) 4.9 (2.0, NE) 0.486 (0.314, 0.751) 0.0009 

   Third 34 9 (26.5) NR (4.5, NE) 14 8 (57.1) 1.4 (0.3, NE) 0.203 (0.071, 0.579) 0.0010 

   Interaction        0.1608 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 10 (31.3) NR (4.1, NE) 8 3 (37.5) NR (0.2, NE) 0.661 (0.181, 2.410) 0.5238 

   Metastatic 181 47 (26.0) NR (14.5, NE) 90 41 (45.6) 4.6 (1.7, NE) 0.416 (0.273, 0.636) <0.0001 

   Interaction        0.5692 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (1.4, NE) 8 4 (50.0) 4.1 (0.1, NE) 0.299 (0.065, 1.364) 0.0984 

   No 200 54 (27.0) NR (NE, NE) 90 40 (44.4) 4.9 (1.7, NE) 0.451 (0.298, 0.682) 0.0001 

   Interaction        0.6070 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 6 (23.1) NR (10.0, NE) 15 5 (33.3) NR (0.9, NE) 0.482 (0.139, 1.670) 0.2433 

   No 187 51 (27.3) NR (NE, NE) 83 39 (47.0) 4.6 (1.4, NE) 0.425 (0.279, 0.647) <0.0001 

   Interaction        0.6590 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 0 (0.0) NR (NE, NE) 62 11 (17.7) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Age >= 65 Years 70 0 (0.0) NR (NE, NE) 36 5 (13.9) NR (4.5, NE) 0.000 (0.000, NE) 0.0002 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 0 (0.0) NR (NE, NE) 71 13 (18.3) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 0.000 (0.000, NE) 0.0205 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) NR (NE, NE) 84 15 (17.9) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.0752 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) NR (NE, NE) 84 15 (17.9) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.1025 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   1 163 0 (0.0) NR (NE, NE) 82 16 (19.5) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9977 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) NR (NE, NE) 61 11 (18.0) NR (4.5, NE) 0.000 (0.000, NE) <0.0001 

   Never 60 0 (0.0) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.000 (0.000, NE) 0.0032 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 8 (13.6) -- -- -- 

   Squamous 88 0 (0.0) -- 39 8 (20.5) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 69 9 (13.0) -- -- -- 

   Unknown 70 0 (0.0) -- 29 7 (24.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1270



Protocol BGB-A317-303 Page 35 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 8 (17.4) -- -- -- 

   Unknown 105 0 (0.0) -- 52 8 (15.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 4 (28.6) NR (0.3, NE) 0.000 (0.000, NE) 0.0010 

   Interaction        0.9997 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0455 

   Metastatic 181 0 (0.0) NR (NE, NE) 90 15 (16.7) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0516 

   No 200 0 (0.0) NR (NE, NE) 90 14 (15.6) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 2 (13.3) NR (2.3, NE) 0.000 (0.000, NE) 0.0809 

   No 187 0 (0.0) NR (NE, NE) 83 14 (16.9) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 5 (3.5) NR (NE, NE) 62 18 (29.0) NR (7.2, NE) 0.093 (0.034, 0.252) <0.0001 

   Age >= 65 Years 70 2 (2.9) NR (NE, NE) 36 10 (27.8) NR (2.6, NE) 0.085 (0.018, 0.387) <0.0001 

   Interaction        0.7737 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 4 (2.4) NR (NE, NE) 71 23 (32.4) 7.2 (7.2, NE) 0.046 (0.015, 0.141) <0.0001 

   Female 47 3 (6.4) NR (NE, NE) 27 5 (18.5) NR (NE, NE) 0.308 (0.074, 1.291) 0.0928 

   Interaction        0.0588 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1277



Protocol BGB-A317-303 Page 42 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 6 (3.6) NR (NE, NE) 84 25 (29.8) NR (7.2, NE) 0.088 (0.036, 0.219) <0.0001 

   White 38 1 (2.6) NR (NE, NE) 12 3 (25.0) NR (0.3, NE) 0.092 (0.010, 0.886) 0.0116 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9926 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 6 (3.6) NR (NE, NE) 84 25 (29.8) NR (7.2, NE) 0.088 (0.036, 0.219) <0.0001 

   Europe 32 1 (3.1) NR (NE, NE) 12 3 (25.0) NR (0.3, NE) 0.109 (0.011, 1.053) 0.0231 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (NE, NE) 16 3 (18.8) NR (NE, NE) 0.099 (0.010, 0.948) 0.0135 

   1 163 6 (3.7) NR (NE, NE) 82 25 (30.5) NR (7.2, NE) 0.083 (0.033, 0.210) <0.0001 

   Interaction        0.9717 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 4 (2.6) NR (NE, NE) 61 22 (36.1) 7.2 (2.6, NE) 0.039 (0.011, 0.131) <0.0001 

   Never 60 3 (5.0) NR (NE, NE) 37 6 (16.2) NR (NE, NE) 0.276 (0.069, 1.104) 0.0545 

   Interaction        0.0626 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 3 (2.4) NR (NE, NE) 59 15 (25.4) NR (7.2, NE) 0.079 (0.023, 0.274) <0.0001 

   Squamous 88 4 (4.5) NR (NE, NE) 39 13 (33.3) NR (2.6, NE) 0.081 (0.023, 0.285) <0.0001 

   Interaction        0.8323 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 3 (2.1) NR (NE, NE) 69 18 (26.1) NR (7.2, NE) 0.066 (0.019, 0.225) <0.0001 

   Unknown 70 4 (5.7) NR (NE, NE) 29 10 (34.5) NR (1.5, NE) 0.096 (0.026, 0.350) <0.0001 

   Interaction        0.5051 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1283



Protocol BGB-A317-303 Page 48 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 3 (2.8) NR (NE, NE) 46 13 (28.3) NR (NE, NE) 0.082 (0.023, 0.287) <0.0001 

   Unknown 105 4 (3.8) NR (NE, NE) 52 15 (28.8) NR (7.2, NE) 0.101 (0.033, 0.306) <0.0001 

   Interaction        0.6924 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 7 (3.9) NR (NE, NE) 84 26 (31.0) NR (7.2, NE) 0.097 (0.042, 0.224) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 2 (14.3) NR (NE, NE) 0.000 (0.000, NE) 0.0259 

   Interaction        0.9882 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1285



Protocol BGB-A317-303 Page 50 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) NR (NE, NE) 8 3 (37.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0002 

   Metastatic 181 7 (3.9) NR (NE, NE) 90 25 (27.8) NR (7.2, NE) 0.106 (0.045, 0.247) <0.0001 

   Interaction        0.9870 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.3, NE) 0.000 (0.000, NE) 0.2024 

   No 200 7 (3.5) NR (NE, NE) 90 27 (30.0) NR (7.2, NE) 0.087 (0.037, 0.202) <0.0001 

   Interaction        0.9894 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (10.0, NE) 15 2 (13.3) NR (1.7, NE) 0.258 (0.023, 2.854) 0.2341 

   No 187 5 (2.7) NR (NE, NE) 83 26 (31.3) NR (7.2, NE) 0.068 (0.026, 0.177) <0.0001 

   Interaction        0.0615 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 2 (1.4) NR (NE, NE) 62 17 (27.4) NR (NE, NE) 0.041 (0.009, 0.178) <0.0001 

   Age >= 65 Years 70 2 (2.9) NR (NE, NE) 36 12 (33.3) NR (2.0, NE) 0.063 (0.014, 0.283) <0.0001 

   Interaction        0.6600 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 1 (0.6) NR (NE, NE) 71 23 (32.4) NR (2.7, NE) 0.014 (0.002, 0.105) <0.0001 

   Female 47 3 (6.4) NR (NE, NE) 27 6 (22.2) NR (NE, NE) 0.247 (0.062, 0.992) 0.0330 

   Interaction        0.0229 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 2 (1.2) NR (NE, NE) 84 22 (26.2) NR (NE, NE) 0.037 (0.009, 0.157) <0.0001 

   White 38 2 (5.3) NR (NE, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.072 (0.014, 0.362) <0.0001 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.8060 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 2 (1.2) NR (NE, NE) 84 22 (26.2) NR (NE, NE) 0.037 (0.009, 0.157) <0.0001 

   Europe 32 2 (6.3) NR (NE, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.087 (0.017, 0.436) 0.0002 

   Other 14 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0082 

   Interaction        0.7106 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (NE, NE) 16 5 (31.3) NR (0.4, NE) 0.058 (0.007, 0.494) 0.0003 

   1 163 3 (1.8) NR (NE, NE) 82 24 (29.3) NR (NE, NE) 0.048 (0.014, 0.159) <0.0001 

   Interaction        0.9646 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 1 (0.7) NR (NE, NE) 61 23 (37.7) NR (2.0, NE) 0.013 (0.002, 0.093) <0.0001 

   Never 60 3 (5.0) NR (NE, NE) 37 6 (16.2) NR (NE, NE) 0.279 (0.070, 1.117) 0.0545 

   Interaction        0.0139 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 3 (2.4) NR (NE, NE) 59 15 (25.4) NR (NE, NE) 0.079 (0.023, 0.274) <0.0001 

   Squamous 88 1 (1.1) NR (NE, NE) 39 14 (35.9) NR (1.8, NE) 0.023 (0.003, 0.173) <0.0001 

   Interaction        0.3203 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 3 (2.1) NR (NE, NE) 69 21 (30.4) NR (NE, NE) 0.055 (0.016, 0.185) <0.0001 

   Unknown 70 1 (1.4) NR (NE, NE) 29 8 (27.6) NR (2.7, NE) 0.039 (0.005, 0.313) <0.0001 

   Interaction        0.7924 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 3 (2.8) NR (NE, NE) 46 13 (28.3) NR (NE, NE) 0.075 (0.021, 0.267) <0.0001 

   Unknown 105 1 (1.0) NR (NE, NE) 52 16 (30.8) NR (2.7, NE) 0.025 (0.003, 0.187) <0.0001 

   Interaction        0.3477 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 4 (2.2) NR (NE, NE) 84 25 (29.8) NR (NE, NE) 0.059 (0.021, 0.171) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 4 (28.6) NR (0.3, NE) 0.000 (0.000, NE) 0.0013 

   Interaction        0.9887 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) NR (NE, NE) 8 3 (37.5) NR (0.4, NE) 0.000 (0.000, NE) 0.0003 

   Metastatic 181 4 (2.2) NR (NE, NE) 90 26 (28.9) NR (NE, NE) 0.060 (0.021, 0.172) <0.0001 

   Interaction        0.9888 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0644 

   No 200 4 (2.0) NR (NE, NE) 90 27 (30.0) NR (NE, NE) 0.052 (0.018, 0.149) <0.0001 

   Interaction        0.9896 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 3 (20.0) NR (0.4, NE) 0.000 (0.000, NE) 0.0181 

   No 187 4 (2.1) NR (NE, NE) 83 26 (31.3) NR (NE, NE) 0.052 (0.018, 0.149) <0.0001 

   Interaction        0.9913 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 21 (14.7) NR (NE, NE) 62 0 (0.0) NR (NE, NE) 14845329.641 (0.000, 

NE) 

0.0055 

   Age >= 65 Years 70 10 (14.3) NR (NE, NE) 36 0 (0.0) NR (NE, NE) 14816232.670 (0.000, 

NE) 

0.0645 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 23 (13.9) NR (NE, NE) 71 0 (0.0) NR (NE, NE) 13927094.835 (0.000, 

NE) 

0.0086 

   Female 47 8 (17.0) NR (NE, NE) 27 0 (0.0) NR (NE, NE) 18234722.800 (0.000, 

NE) 

0.0371 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 24 (14.4) NR (NE, NE) 84 0 (0.0) NR (NE, NE) 15410249.371 (0.000, 

NE) 

0.0022 

   White 38 6 (15.8) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 13900842.315 (0.000, 

NE) 

0.1690 

   Other 8 1 (12.5) NR (6.2, NE) 2 0 (0.0) NR (NE, NE) 34623110.066 (0.000, 

NE) 

0.6171 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 24 (14.4) NR (NE, NE) 84 0 (0.0) NR (NE, NE) 15410249.371 (0.000, 

NE) 

0.0022 

   Europe 32 3 (9.4) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 14895750.484 (0.000, 

NE) 

0.2931 

   Other 14 4 (28.6) NR (4.2, NE) 2 0 (0.0) NR (NE, NE) 11311215.836 (0.000, 

NE) 

0.4258 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 8 (16.0) NR (14.5, NE) 16 0 (0.0) NR (NE, NE) 12878052.616 (0.000, 

NE) 

0.1562 

   1 163 23 (14.1) NR (NE, NE) 82 0 (0.0) NR (NE, NE) 15843140.001 (0.000, 

NE) 

0.0020 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 19 (12.4) NR (NE, NE) 61 0 (0.0) NR (NE, NE) 13111503.027 (0.000, 

NE) 

0.0278 

   Never 60 12 (20.0) NR (NE, NE) 37 0 (0.0) NR (NE, NE) 19116531.663 (0.000, 

NE) 

0.0080 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 17 (13.6) NR (NE, NE) 59 0 (0.0) NR (NE, NE) 15714239.483 (0.000, 

NE) 

0.0080 

   Squamous 88 14 (15.9) NR (NE, NE) 39 0 (0.0) NR (NE, NE) 13914512.336 (0.000, 

NE) 

0.0502 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 21 (14.7) NR (NE, NE) 69 0 (0.0) NR (NE, NE) 15682832.424 (0.000, 

NE) 

0.0033 

   Unknown 70 10 (14.3) NR (NE, NE) 29 0 (0.0) NR (NE, NE) 13527696.943 (0.000, 

NE) 

0.1000 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1309



Protocol BGB-A317-303 Page 74 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 19 (17.6) NR (NE, NE) 46 0 (0.0) NR (NE, NE) 13811479.402 (0.000, 

NE) 

0.0204 

   Unknown 105 12 (11.4) NR (NE, NE) 52 0 (0.0) NR (NE, NE) 16813440.061 (0.000, 

NE) 

0.0172 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 28 (15.6) NR (NE, NE) 84 0 (0.0) NR (NE, NE) 15345657.137 (0.000, 

NE) 

0.0009 

   Third 34 3 (8.8) NR (NE, NE) 14 0 (0.0) NR (NE, NE) 13148683.607 (0.000, 

NE) 

0.4324 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 4 (12.5) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12556745.191 (0.000, 

NE) 

0.3283 

   Metastatic 181 27 (14.9) NR (NE, NE) 90 0 (0.0) NR (NE, NE) 15379767.353 (0.000, 

NE) 

0.0011 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) 14.5 (2.1, NE) 8 0 (0.0) NR (NE, NE) 50772886.069 (0.000, 

NE) 

0.2881 

   No 200 28 (14.0) NR (NE, NE) 90 0 (0.0) NR (NE, NE) 14850420.082 (0.000, 

NE) 

0.0014 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (NE, NE) 15 0 (0.0) NR (NE, NE) 67479008.916 (0.000, 

NE) 

0.1995 

   No 187 29 (15.5) NR (NE, NE) 83 0 (0.0) NR (NE, NE) 14445889.089 (0.000, 

NE) 

0.0016 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 16 (11.2) NR (30.4, NE) 62 0 (0.0) NR (NE, NE) 14724864.246 (0.000, 

NE) 

0.0195 

   Age >= 65 Years 70 9 (12.9) NR (NE, NE) 36 0 (0.0) NR (NE, NE) 14287225.194 (0.000, 

NE) 

0.0967 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1315



Protocol BGB-A317-303 Page 80 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 18 (10.8) NR (30.4, NE) 71 0 (0.0) NR (NE, NE) 13704959.723 (0.000, 

NE) 

0.0260 

   Female 47 7 (14.9) NR (NE, NE) 27 0 (0.0) NR (NE, NE) 17498398.784 (0.000, 

NE) 

0.0596 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 19 (11.4) NR (30.4, NE) 84 0 (0.0) NR (NE, NE) 15096711.179 (0.000, 

NE) 

0.0091 

   White 38 5 (13.2) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 13979951.906 (0.000, 

NE) 

0.2066 

   Other 8 1 (12.5) NR (6.2, NE) 2 0 (0.0) NR (NE, NE) 34623110.066 (0.000, 

NE) 

0.6171 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 19 (11.4) NR (30.4, NE) 84 0 (0.0) NR (NE, NE) 15096711.179 (0.000, 

NE) 

0.0091 

   Europe 32 3 (9.4) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 14895750.484 (0.000, 

NE) 

0.2931 

   Other 14 3 (21.4) NR (6.2, NE) 2 0 (0.0) NR (NE, NE) 11355814.646 (0.000, 

NE) 

0.4860 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 5 (10.0) 30.4 (30.4, NE) 16 0 (0.0) NR (NE, NE) 12475954.808 (0.000, 

NE) 

0.3407 

   1 163 20 (12.3) NR (NE, NE) 82 0 (0.0) NR (NE, NE) 15395668.150 (0.000, 

NE) 

0.0051 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 15 (9.8) 30.4 (30.4, NE) 61 0 (0.0) NR (NE, NE) 12983364.056 (0.000, 

NE) 

0.0610 

   Never 60 10 (16.7) NR (NE, NE) 37 0 (0.0) NR (NE, NE) 18532521.337 (0.000, 

NE) 

0.0183 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 13 (10.4) NR (30.4, NE) 59 0 (0.0) NR (NE, NE) 15681577.321 (0.000, 

NE) 

0.0257 

   Squamous 88 12 (13.6) NR (NE, NE) 39 0 (0.0) NR (NE, NE) 13303583.029 (0.000, 

NE) 

0.0855 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 17 (11.9) NR (30.4, NE) 69 0 (0.0) NR (NE, NE) 15533125.645 (0.000, 

NE) 

0.0109 

   Unknown 70 8 (11.4) NR (NE, NE) 29 0 (0.0) NR (NE, NE) 13097899.071 (0.000, 

NE) 

0.1579 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 14 (13.0) NR (30.4, NE) 46 0 (0.0) NR (NE, NE) 13319007.835 (0.000, 

NE) 

0.0671 

   Unknown 105 11 (10.5) NR (NE, NE) 52 0 (0.0) NR (NE, NE) 16617980.152 (0.000, 

NE) 

0.0241 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 23 (12.8) NR (30.4, NE) 84 0 (0.0) NR (NE, NE) 15142310.976 (0.000, 

NE) 

0.0037 

   Third 34 2 (5.9) NR (NE, NE) 14 0 (0.0) NR (NE, NE) 11020346.082 (0.000, 

NE) 

0.6105 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 2 (6.3) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12150780.891 (0.000, 

NE) 

0.5155 

   Metastatic 181 23 (12.7) 30.4 (30.4, NE) 90 0 (0.0) NR (NE, NE) 15148686.876 (0.000, 

NE) 

0.0038 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) 30.4 (2.1, NE) 8 0 (0.0) NR (NE, NE) 50772886.069 (0.000, 

NE) 

0.2881 

   No 200 22 (11.0) NR (NE, NE) 90 0 (0.0) NR (NE, NE) 14480536.725 (0.000, 

NE) 

0.0058 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (NE, NE) 15 0 (0.0) NR (NE, NE) 67479008.916 (0.000, 

NE) 

0.1995 

   No 187 23 (12.3) NR (30.4, NE) 83 0 (0.0) NR (NE, NE) 14101821.902 (0.000, 

NE) 

0.0074 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 57 (39.9) 14.5 (5.3, NE) 62 33 (53.2) 1.8 (0.9, NE) 0.555 (0.360, 0.855) 0.0068 

   Age >= 65 Years 70 20 (28.6) 18.8 (7.4, NE) 36 18 (50.0) 3.7 (0.7, NE) 0.322 (0.163, 0.634) 0.0006 

   Interaction        0.2524 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 60 (36.1) 18.8 (6.3, NE) 71 34 (47.9) 4.5 (1.3, NE) 0.534 (0.348, 0.817) 0.0034 

   Female 47 17 (36.2) NR (5.3, NE) 27 17 (63.0) 1.5 (0.4, 3.7) 0.392 (0.198, 0.777) 0.0054 

   Interaction        0.3651 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 58 (34.7) 18.8 (7.2, NE) 84 43 (51.2) 2.1 (1.0, NE) 0.455 (0.305, 0.681) <0.0001 

   White 38 15 (39.5) NR (1.9, NE) 12 6 (50.0) 2.1 (0.2, NE) 0.686 (0.266, 1.774) 0.4325 

   Other 8 4 (50.0) 5.0 (0.1, NE) 2 2 (100.0) 2.0 (0.2, NE) 0.340 (0.056, 2.080) 0.2217 

   Interaction        0.6960 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 58 (34.7) 18.8 (7.2, NE) 84 43 (51.2) 2.1 (1.0, NE) 0.455 (0.305, 0.681) <0.0001 

   Europe 32 9 (28.1) NR (3.4, NE) 12 6 (50.0) 2.1 (0.2, NE) 0.485 (0.172, 1.368) 0.1600 

   Other 14 10 (71.4) 2.4 (0.6, 5.0) 2 2 (100.0) 2.0 (0.2, NE) 0.693 (0.147, 3.279) 0.6341 

   Interaction        0.9713 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 15 (30.0) 18.8 (7.5, NE) 16 10 (62.5) 0.6 (0.1, NE) 0.223 (0.094, 0.528) 0.0002 

   1 163 62 (38.0) 14.4 (6.0, NE) 82 41 (50.0) 2.1 (1.3, NE) 0.564 (0.378, 0.839) 0.0043 

   Interaction        0.0528 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 58 (37.9) 14.5 (6.3, NE) 61 32 (52.5) 2.1 (0.9, NE) 0.496 (0.319, 0.769) 0.0014 

   Never 60 19 (31.7) NR (5.3, NE) 37 19 (51.4) 2.3 (0.7, NE) 0.454 (0.239, 0.860) 0.0127 

   Interaction        0.6877 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 43 (34.4) NR (6.0, NE) 59 31 (52.5) 2.1 (1.3, NE) 0.490 (0.308, 0.780) 0.0021 

   Squamous 88 34 (38.6) 14.5 (6.3, NE) 39 20 (51.3) 2.1 (0.4, NE) 0.461 (0.260, 0.817) 0.0067 

   Interaction        0.9096 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 47 (32.9) NR (7.2, NE) 69 39 (56.5) 1.8 (0.8, NE) 0.397 (0.258, 0.610) <0.0001 

   Unknown 70 30 (42.9) 14.4 (2.6, NE) 29 12 (41.4) 4.5 (0.7, NE) 0.739 (0.372, 1.467) 0.3843 

   Interaction        0.0930 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 35 (32.4) NR (7.4, NE) 46 28 (60.9) 1.0 (0.4, NE) 0.314 (0.187, 0.526) <0.0001 

   Unknown 105 42 (40.0) 14.4 (4.6, 18.8) 52 23 (44.2) 4.5 (1.5, NE) 0.740 (0.444, 1.232) 0.2450 

   Interaction        0.0072 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 67 (37.4) 18.8 (6.3, NE) 84 46 (54.8) 1.8 (1.0, NE) 0.487 (0.333, 0.713) 0.0002 

   Third 34 10 (29.4) 14.4 (4.9, NE) 14 5 (35.7) NR (0.3, NE) 0.458 (0.149, 1.407) 0.1657 

   Interaction        0.8191 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 9 (28.1) 14.5 (6.3, NE) 8 5 (62.5) 1.5 (0.0, NE) 0.295 (0.096, 0.902) 0.0233 

   Metastatic 181 68 (37.6) 18.8 (6.0, NE) 90 46 (51.1) 2.1 (1.0, NE) 0.520 (0.356, 0.761) 0.0006 

   Interaction        0.3711 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (0.7, NE) 8 3 (37.5) NR (0.6, NE) 0.393 (0.066, 2.353) 0.2889 

   No 200 75 (37.5) 14.5 (6.5, NE) 90 48 (53.3) 2.1 (1.0, NE) 0.477 (0.330, 0.689) <0.0001 

   Interaction        0.7497 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 10 (38.5) 4.9 (0.9, NE) 15 10 (66.7) 0.3 (0.1, NE) 0.378 (0.156, 0.918) 0.0261 

   No 187 67 (35.8) 18.8 (7.4, NE) 83 41 (49.4) 2.3 (1.3, NE) 0.510 (0.343, 0.756) 0.0007 

   Interaction        0.3840 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 12 (8.4) NR (NE, NE) 62 9 (14.5) NR (NE, NE) 0.491 (0.206, 1.168) 0.1004 

   Age >= 65 Years 70 7 (10.0) NR (19.2, NE) 36 5 (13.9) NR (4.0, NE) 0.398 (0.114, 1.391) 0.1355 

   Interaction        0.9004 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 15 (9.0) NR (NE, NE) 71 9 (12.7) NR (NE, NE) 0.553 (0.240, 1.277) 0.1595 

   Female 47 4 (8.5) NR (19.2, NE) 27 5 (18.5) NR (NE, NE) 0.298 (0.071, 1.256) 0.0802 

   Interaction        0.6334 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 14 (8.4) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.460 (0.206, 1.030) 0.0532 

   White 38 4 (10.5) NR (NE, NE) 12 2 (16.7) NR (1.3, NE) 0.605 (0.111, 3.309) 0.5578 

   Other 8 1 (12.5) NR (0.8, NE) 2 1 (50.0) NR (0.9, NE) 0.267 (0.017, 4.279) 0.3166 

   Interaction        0.8428 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 14 (8.4) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.460 (0.206, 1.030) 0.0532 

   Europe 32 1 (3.1) NR (NE, NE) 12 2 (16.7) NR (1.3, NE) 0.183 (0.017, 2.022) 0.1194 

   Other 14 4 (28.6) NR (0.8, NE) 2 1 (50.0) NR (0.9, NE) 0.649 (0.072, 5.810) 0.6965 

   Interaction        0.6997 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 16 3 (18.8) NR (3.6, NE) 0.168 (0.028, 1.023) 0.0285 

   1 163 17 (10.4) NR (NE, NE) 82 11 (13.4) NR (NE, NE) 0.597 (0.277, 1.291) 0.1856 

   Interaction        0.1597 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 14 (9.2) NR (NE, NE) 61 9 (14.8) NR (4.5, NE) 0.485 (0.207, 1.135) 0.0886 

   Never 60 5 (8.3) NR (19.2, NE) 37 5 (13.5) NR (NE, NE) 0.417 (0.111, 1.556) 0.1788 

   Interaction        0.9387 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 8 (6.4) NR (NE, NE) 59 8 (13.6) NR (NE, NE) 0.377 (0.139, 1.021) 0.0465 

   Squamous 88 11 (12.5) NR (NE, NE) 39 6 (15.4) NR (4.5, NE) 0.561 (0.202, 1.560) 0.2616 

   Interaction        0.4984 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 8 (5.6) NR (NE, NE) 69 9 (13.0) NR (NE, NE) 0.344 (0.130, 0.906) 0.0239 

   Unknown 70 11 (15.7) NR (14.4, NE) 29 5 (17.2) NR (4.0, NE) 0.600 (0.203, 1.778) 0.3520 

   Interaction        0.3449 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 6 (5.6) NR (NE, NE) 46 5 (10.9) NR (NE, NE) 0.356 (0.102, 1.237) 0.0898 

   Unknown 105 13 (12.4) NR (14.4, NE) 52 9 (17.3) NR (NE, NE) 0.611 (0.261, 1.433) 0.2536 

   Interaction        0.4492 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 17 (9.5) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.531 (0.252, 1.120) 0.0915 

   Third 34 2 (5.9) NR (14.4, NE) 14 2 (14.3) NR (NE, NE) 0.179 (0.016, 1.985) 0.1145 

   Interaction        0.5004 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 1 (3.1) NR (NE, NE) 8 3 (37.5) NR (0.1, NE) 0.067 (0.007, 0.651) 0.0020 

   Metastatic 181 18 (9.9) NR (NE, NE) 90 11 (12.2) NR (NE, NE) 0.630 (0.294, 1.346) 0.2295 

   Interaction        0.0407 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (1.8, NE) 0.592 (0.037, 9.459) 0.7073 

   No 200 18 (9.0) NR (NE, NE) 90 13 (14.4) NR (NE, NE) 0.475 (0.230, 0.979) 0.0393 

   Interaction        0.9662 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 3 (20.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0181 

   No 187 19 (10.2) NR (NE, NE) 83 11 (13.3) NR (NE, NE) 0.580 (0.273, 1.232) 0.1520 

   Interaction        0.9849 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 69 (48.3) 5.5 (4.4, 10.0) 62 31 (50.0) 4.1 (1.3, NE) 0.770 (0.502, 1.181) 0.2304 

   Age >= 65 Years 70 25 (35.7) NR (5.1, NE) 36 21 (58.3) 1.8 (0.6, NE) 0.375 (0.206, 0.683) 0.0009 

   Interaction        0.0266 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 77 (46.4) 6.3 (5.1, 12.1) 71 39 (54.9) 2.5 (0.7, 5.7) 0.562 (0.378, 0.835) 0.0040 

   Female 47 17 (36.2) NR (3.9, NE) 27 13 (48.1) 5.9 (1.3, NE) 0.639 (0.310, 1.318) 0.2240 

   Interaction        0.8071 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 74 (44.3) 6.7 (5.1, NE) 84 46 (54.8) 2.5 (0.9, 4.5) 0.562 (0.386, 0.819) 0.0024 

   White 38 17 (44.7) 12.1 (3.7, NE) 12 6 (50.0) 5.9 (0.1, NE) 0.785 (0.307, 2.007) 0.6133 

   Other 8 3 (37.5) NR (0.6, NE) 2 0 (0.0) NR (NE, NE) 35203589.472 (0.000, 

NE) 

0.3754 

   Interaction        0.7859 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 74 (44.3) 6.7 (5.1, NE) 84 46 (54.8) 2.5 (0.9, 4.5) 0.562 (0.386, 0.819) 0.0024 

   Europe 32 13 (40.6) 12.1 (3.7, NE) 12 6 (50.0) 5.9 (0.1, NE) 0.663 (0.249, 1.768) 0.4097 

   Other 14 7 (50.0) 4.4 (0.6, NE) 2 0 (0.0) NR (NE, NE) 11349432.470 (0.000, 

NE) 

0.2864 

   Interaction        0.9215 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 22 (44.0) 12.1 (4.4, NE) 16 7 (43.8) 4.1 (0.1, NE) 0.806 (0.341, 1.901) 0.6328 

   1 163 72 (44.2) 6.7 (5.1, NE) 82 45 (54.9) 2.7 (0.9, 5.7) 0.556 (0.380, 0.814) 0.0022 

   Interaction        0.4561 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 68 (44.4) 7.7 (5.4, NE) 61 34 (55.7) 2.3 (0.7, NE) 0.558 (0.366, 0.849) 0.0059 

   Never 60 26 (43.3) 5.4 (3.0, NE) 37 18 (48.6) 4.5 (1.3, 6.5) 0.717 (0.390, 1.318) 0.2803 

   Interaction        0.4308 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1359



Protocol BGB-A317-303 Page 124 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 50 (40.0) 12.1 (5.1, NE) 59 31 (52.5) 4.1 (1.2, 6.5) 0.590 (0.375, 0.927) 0.0207 

   Squamous 88 44 (50.0) 6.2 (3.7, 11.1) 39 21 (53.8) 2.3 (0.5, NE) 0.590 (0.344, 1.011) 0.0532 

   Interaction        0.9722 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 56 (39.2) 21.6 (5.4, NE) 69 37 (53.6) 4.1 (0.9, 5.9) 0.543 (0.357, 0.827) 0.0040 

   Unknown 70 38 (54.3) 5.7 (2.9, 10.0) 29 15 (51.7) 2.3 (0.5, NE) 0.674 (0.363, 1.253) 0.2093 

   Interaction        0.4282 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 43 (39.8) 21.6 (5.4, NE) 46 24 (52.2) 3.4 (0.7, NE) 0.543 (0.325, 0.907) 0.0184 

   Unknown 105 51 (48.6) 6.2 (3.7, 11.1) 52 28 (53.8) 4.1 (0.9, 6.5) 0.673 (0.423, 1.071) 0.0945 

   Interaction        0.3854 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 77 (43.0) 10.0 (5.4, NE) 84 43 (51.2) 4.1 (1.2, 5.9) 0.620 (0.425, 0.906) 0.0128 

   Third 34 17 (50.0) 5.1 (1.7, NE) 14 9 (64.3) 1.3 (0.1, NE) 0.500 (0.219, 1.140) 0.0939 

   Interaction        0.6297 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 11 (34.4) 21.6 (5.5, NE) 8 5 (62.5) 4.2 (0.2, NE) 0.270 (0.086, 0.848) 0.0174 

   Metastatic 181 83 (45.9) 6.2 (4.4, NE) 90 47 (52.2) 3.4 (0.9, 6.5) 0.668 (0.465, 0.959) 0.0284 

   Interaction        0.2606 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 8 (61.5) 3.0 (0.5, NE) 8 4 (50.0) 4.5 (0.1, NE) 0.996 (0.297, 3.341) 0.9949 

   No 200 86 (43.0) 8.3 (5.5, NE) 90 48 (53.3) 3.4 (0.9, 5.9) 0.584 (0.408, 0.837) 0.0031 

   Interaction        0.4121 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 14 (53.8) 2.6 (0.7, NE) 15 8 (53.3) 0.5 (0.1, NE) 0.660 (0.272, 1.602) 0.3610 

   No 187 80 (42.8) 10.0 (5.5, NE) 83 44 (53.0) 3.4 (1.3, 5.9) 0.586 (0.403, 0.852) 0.0046 

   Interaction        0.8601 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 19 (13.3) NR (NE, NE) 62 14 (22.6) NR (NE, NE) 0.482 (0.240, 0.967) 0.0358 

   Age >= 65 Years 70 8 (11.4) NR (NE, NE) 36 8 (22.2) NR (NE, NE) 0.367 (0.134, 1.005) 0.0426 

   Interaction        0.6217 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 23 (13.9) NR (NE, NE) 71 19 (26.8) NR (5.7, NE) 0.365 (0.195, 0.681) 0.0010 

   Female 47 4 (8.5) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 0.729 (0.163, 3.262) 0.6785 

   Interaction        0.4868 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 21 (12.6) NR (NE, NE) 84 21 (25.0) NR (5.7, NE) 0.383 (0.207, 0.708) 0.0015 

   White 38 6 (15.8) NR (12.1, NE) 12 1 (8.3) NR (NE, NE) 1.544 (0.180, 13.221) 0.6893 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.4297 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 21 (12.6) NR (NE, NE) 84 21 (25.0) NR (5.7, NE) 0.383 (0.207, 0.708) 0.0015 

   Europe 32 6 (18.8) NR (12.1, NE) 12 1 (8.3) NR (NE, NE) 1.875 (0.219, 16.055) 0.5597 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.3437 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 6 (12.0) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 1.746 (0.209, 14.554) 0.6033 

   1 163 21 (12.9) NR (NE, NE) 82 21 (25.6) NR (5.7, NE) 0.375 (0.203, 0.694) 0.0012 

   Interaction        0.1845 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 20 (13.1) NR (NE, NE) 61 17 (27.9) NR (5.7, NE) 0.347 (0.179, 0.674) 0.0011 

   Never 60 7 (11.7) NR (14.2, NE) 37 5 (13.5) NR (NE, NE) 0.727 (0.230, 2.300) 0.5858 

   Interaction        0.2542 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 9 (7.2) NR (NE, NE) 59 11 (18.6) NR (NE, NE) 0.304 (0.125, 0.740) 0.0056 

   Squamous 88 18 (20.5) NR (14.2, NE) 39 11 (28.2) NR (NE, NE) 0.527 (0.242, 1.147) 0.1019 

   Interaction        0.3750 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 13 (9.1) NR (NE, NE) 69 15 (21.7) NR (NE, NE) 0.333 (0.157, 0.705) 0.0026 

   Unknown 70 14 (20.0) NR (14.2, NE) 29 7 (24.1) NR (NE, NE) 0.577 (0.224, 1.488) 0.2507 

   Interaction        0.2689 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1374



Protocol BGB-A317-303 Page 139 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 9 (8.3) NR (NE, NE) 46 10 (21.7) NR (NE, NE) 0.307 (0.122, 0.772) 0.0080 

   Unknown 105 18 (17.1) NR (14.2, NE) 52 12 (23.1) NR (5.7, NE) 0.616 (0.296, 1.281) 0.1915 

   Interaction        0.1602 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 22 (12.3) NR (NE, NE) 84 19 (22.6) NR (NE, NE) 0.423 (0.227, 0.787) 0.0052 

   Third 34 5 (14.7) NR (NE, NE) 14 3 (21.4) NR (1.3, NE) 0.542 (0.126, 2.332) 0.4041 

   Interaction        0.8273 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 3 (9.4) NR (NE, NE) 8 1 (12.5) NR (0.2, NE) 0.689 (0.071, 6.653) 0.7464 

   Metastatic 181 24 (13.3) NR (NE, NE) 90 21 (23.3) NR (NE, NE) 0.440 (0.243, 0.797) 0.0055 

   Interaction        0.7832 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 2 (25.0) NR (0.1, NE) 0.260 (0.024, 2.881) 0.2375 

   No 200 26 (13.0) NR (NE, NE) 90 20 (22.2) NR (NE, NE) 0.451 (0.249, 0.816) 0.0070 

   Interaction        0.6309 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 7 (26.9) NR (2.6, NE) 15 3 (20.0) NR (0.9, NE) 1.307 (0.337, 5.065) 0.6985 

   No 187 20 (10.7) NR (NE, NE) 83 19 (22.9) NR (NE, NE) 0.354 (0.187, 0.670) 0.0009 

   Interaction        0.1417 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 34 (23.8) NR (13.2, NE) 62 17 (27.4) NR (3.4, NE) 0.651 (0.362, 1.172) 0.1494 

   Age >= 65 Years 70 19 (27.1) 18.0 (10.3, NE) 36 12 (33.3) 10.0 (4.3, NE) 0.515 (0.243, 1.095) 0.0804 

   Interaction        0.6757 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 44 (26.5) NR (17.2, NE) 71 23 (32.4) 6.2 (3.4, NE) 0.551 (0.328, 0.927) 0.0226 

   Female 47 9 (19.1) NR (NE, NE) 27 6 (22.2) NR (3.3, NE) 0.662 (0.234, 1.869) 0.4326 

   Interaction        0.7602 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 41 (24.6) NR (17.2, NE) 84 26 (31.0) 6.2 (3.4, NE) 0.517 (0.312, 0.858) 0.0094 

   White 38 9 (23.7) NR (12.5, NE) 12 3 (25.0) NR (1.8, NE) 0.836 (0.221, 3.163) 0.7885 

   Other 8 3 (37.5) NR (0.6, NE) 2 0 (0.0) NR (NE, NE) 35203589.496 (0.000, 

NE) 

0.3754 

   Interaction        0.7553 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 41 (24.6) NR (17.2, NE) 84 26 (31.0) 6.2 (3.4, NE) 0.517 (0.312, 0.858) 0.0094 

   Europe 32 7 (21.9) NR (12.5, NE) 12 3 (25.0) NR (1.8, NE) 0.723 (0.180, 2.902) 0.6456 

   Other 14 5 (35.7) NR (0.9, NE) 2 0 (0.0) NR (NE, NE) 11250658.553 (0.000, 

NE) 

0.3747 

   Interaction        0.8397 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 14 (28.0) 13.2 (6.5, NE) 16 5 (31.3) NR (2.0, NE) 0.588 (0.209, 1.654) 0.3138 

   1 163 39 (23.9) NR (17.2, NE) 82 24 (29.3) 10.0 (4.2, NE) 0.591 (0.351, 0.994) 0.0449 

   Interaction        0.9165 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 42 (27.5) NR (17.2, NE) 61 20 (32.8) 6.2 (4.2, NE) 0.570 (0.329, 0.986) 0.0415 

   Never 60 11 (18.3) NR (13.2, NE) 37 9 (24.3) NR (3.2, NE) 0.563 (0.232, 1.368) 0.1985 

   Interaction        0.9972 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 29 (23.2) NR (13.2, NE) 59 16 (27.1) NR (6.2, NE) 0.688 (0.372, 1.274) 0.2324 

   Squamous 88 24 (27.3) 18.0 (17.2, NE) 39 13 (33.3) 4.3 (3.4, NE) 0.459 (0.226, 0.933) 0.0272 

   Interaction        0.5086 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 31 (21.7) NR (NE, NE) 69 18 (26.1) NR (6.2, NE) 0.631 (0.350, 1.136) 0.1230 

   Unknown 70 22 (31.4) 17.2 (6.5, NE) 29 11 (37.9) 4.2 (1.9, NE) 0.481 (0.225, 1.028) 0.0526 

   Interaction        0.7557 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1387



Protocol BGB-A317-303 Page 152 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 28 (25.9) NR (17.2, NE) 46 12 (26.1) NR (3.3, NE) 0.631 (0.312, 1.278) 0.2001 

   Unknown 105 25 (23.8) NR (12.5, NE) 52 17 (32.7) 10.0 (4.2, NE) 0.590 (0.316, 1.100) 0.0925 

   Interaction        0.9310 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 43 (24.0) NR (NE, NE) 84 25 (29.8) 10.0 (4.2, NE) 0.595 (0.361, 0.982) 0.0399 

   Third 34 10 (29.4) 17.2 (10.3, NE) 14 4 (28.6) NR (1.1, NE) 0.588 (0.174, 1.989) 0.3878 

   Interaction        0.9070 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 12 (37.5) 13.2 (4.5, NE) 8 2 (25.0) NR (2.0, NE) 1.003 (0.214, 4.697) 0.9972 

   Metastatic 181 41 (22.7) NR (NE, NE) 90 27 (30.0) 10.0 (4.2, NE) 0.553 (0.337, 0.907) 0.0174 

   Interaction        0.2476 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (1.6, NE) 8 1 (12.5) NR (1.8, NE) 1.556 (0.158, 15.346) 0.7028 

   No 200 50 (25.0) NR (17.2, NE) 90 28 (31.1) 10.0 (4.2, NE) 0.556 (0.346, 0.893) 0.0138 

   Interaction        0.4002 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 4 (15.4) NR (2.6, NE) 15 2 (13.3) NR (1.8, NE) 1.249 (0.228, 6.843) 0.7972 

   No 187 49 (26.2) NR (17.2, NE) 83 27 (32.5) 10.0 (3.4, NE) 0.547 (0.338, 0.884) 0.0126 

   Interaction        0.4267 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 11 (7.7) NR (NE, NE) 62 8 (12.9) NR (NE, NE) 0.442 (0.177, 1.104) 0.0723 

   Age >= 65 Years 70 3 (4.3) NR (NE, NE) 36 6 (16.7) NR (4.3, NE) 0.163 (0.039, 0.669) 0.0045 

   Interaction        0.2213 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 11 (6.6) NR (NE, NE) 71 10 (14.1) NR (10.0, NE) 0.297 (0.123, 0.715) 0.0042 

   Female 47 3 (6.4) NR (NE, NE) 27 4 (14.8) NR (NE, NE) 0.356 (0.079, 1.596) 0.1586 

   Interaction        0.9508 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 14 (8.4) NR (NE, NE) 84 12 (14.3) NR (10.0, NE) 0.406 (0.186, 0.887) 0.0197 

   White 38 0 (0.0) NR (NE, NE) 12 2 (16.7) NR (2.8, NE) 0.000 (0.000, NE) 0.0056 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 14 (8.4) NR (NE, NE) 84 12 (14.3) NR (10.0, NE) 0.406 (0.186, 0.887) 0.0197 

   Europe 32 0 (0.0) NR (NE, NE) 12 2 (16.7) NR (2.8, NE) 0.000 (0.000, NE) 0.0132 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 4 (8.0) NR (13.2, NE) 16 3 (18.8) NR (2.0, NE) 0.289 (0.064, 1.314) 0.0900 

   1 163 10 (6.1) NR (NE, NE) 82 11 (13.4) NR (10.0, NE) 0.340 (0.143, 0.808) 0.0104 

   Interaction        0.9087 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 11 (7.2) NR (NE, NE) 61 8 (13.1) NR (10.0, NE) 0.368 (0.145, 0.929) 0.0276 

   Never 60 3 (5.0) NR (13.2, NE) 37 6 (16.2) NR (NE, NE) 0.233 (0.058, 0.935) 0.0253 

   Interaction        0.5765 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1398



Protocol BGB-A317-303 Page 163 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 8 (6.4) NR (NE, NE) 59 9 (15.3) NR (10.0, NE) 0.321 (0.123, 0.837) 0.0145 

   Squamous 88 6 (6.8) NR (NE, NE) 39 5 (12.8) NR (4.3, NE) 0.325 (0.095, 1.114) 0.0605 

   Interaction        0.9848 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 8 (5.6) NR (NE, NE) 69 8 (11.6) NR (10.0, NE) 0.358 (0.133, 0.963) 0.0341 

   Unknown 70 6 (8.6) NR (NE, NE) 29 6 (20.7) NR (2.8, NE) 0.223 (0.067, 0.744) 0.0078 

   Interaction        0.6219 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 8 (7.4) NR (NE, NE) 46 5 (10.9) NR (NE, NE) 0.426 (0.135, 1.348) 0.1362 

   Unknown 105 6 (5.7) NR (NE, NE) 52 9 (17.3) NR (10.0, NE) 0.268 (0.095, 0.757) 0.0076 

   Interaction        0.6213 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 13 (7.3) NR (NE, NE) 84 12 (14.3) NR (10.0, NE) 0.359 (0.163, 0.795) 0.0084 

   Third 34 1 (2.9) NR (NE, NE) 14 2 (14.3) NR (2.8, NE) 0.161 (0.014, 1.821) 0.0935 

   Interaction        0.3995 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 5 (15.6) NR (13.2, NE) 8 2 (25.0) NR (2.0, NE) 0.404 (0.072, 2.262) 0.2863 

   Metastatic 181 9 (5.0) NR (NE, NE) 90 12 (13.3) NR (10.0, NE) 0.273 (0.114, 0.653) 0.0018 

   Interaction        0.4771 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (4.0, NE) 8 0 (0.0) NR (NE, NE) 45905644.744 (0.000, 

NE) 

0.3558 

   No 200 12 (6.0) NR (NE, NE) 90 14 (15.6) NR (10.0, NE) 0.264 (0.120, 0.577) 0.0004 

   Interaction        0.9884 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (3.2, NE) 15 2 (13.3) NR (2.8, NE) 0.541 (0.076, 3.854) 0.5336 

   No 187 12 (6.4) NR (NE, NE) 83 12 (14.5) NR (10.0, NE) 0.301 (0.134, 0.678) 0.0022 

   Interaction        0.5857 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 89 (62.2) 2.1 (1.4, 3.4) 62 37 (59.7) 1.5 (0.7, 3.9) 0.793 (0.540, 1.165) 0.2462 

   Age >= 65 Years 70 37 (52.9) 5.1 (1.6, NE) 36 25 (69.4) 1.0 (0.3, 1.4) 0.448 (0.268, 0.750) 0.0019 

   Interaction        0.0742 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 101 (60.8) 2.1 (1.6, 3.5) 71 51 (71.8) 1.0 (0.6, 1.5) 0.538 (0.383, 0.757) 0.0003 

   Female 47 25 (53.2) 3.1 (1.4, NE) 27 11 (40.7) NR (0.5, NE) 1.018 (0.500, 2.071) 0.9556 

   Interaction        0.1105 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 110 (65.9) 1.9 (1.4, 2.3) 84 60 (71.4) 1.0 (0.5, 1.1) 0.558 (0.406, 0.767) 0.0003 

   White 38 14 (36.8) NR (3.0, NE) 12 2 (16.7) NR (1.6, NE) 2.465 (0.560, 10.853) 0.2167 

   Other 8 2 (25.0) NR (0.7, NE) 2 0 (0.0) NR (NE, NE) 35482460.582 (0.000, 

NE) 

0.4643 

   Interaction        0.1612 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 110 (65.9) 1.9 (1.4, 2.3) 84 60 (71.4) 1.0 (0.5, 1.1) 0.558 (0.406, 0.767) 0.0003 

   Europe 32 12 (37.5) NR (1.8, NE) 12 2 (16.7) NR (1.6, NE) 2.582 (0.577, 11.546) 0.1970 

   Other 14 4 (28.6) NR (1.4, NE) 2 0 (0.0) NR (NE, NE) 11239361.087 (0.000, 

NE) 

0.4240 

   Interaction        0.1476 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 30 (60.0) 3.1 (1.8, 7.9) 16 11 (68.8) 0.4 (0.3, NE) 0.499 (0.248, 1.004) 0.0547 

   1 163 96 (58.9) 2.1 (1.6, 4.2) 82 51 (62.2) 1.1 (0.9, 1.7) 0.688 (0.489, 0.967) 0.0309 

   Interaction        0.4256 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 90 (58.8) 2.1 (1.6, 4.8) 61 42 (68.9) 1.1 (0.7, 2.1) 0.585 (0.404, 0.847) 0.0044 

   Never 60 36 (60.0) 2.1 (1.2, 3.5) 37 20 (54.1) 1.0 (0.5, NE) 0.785 (0.453, 1.359) 0.4002 

   Interaction        0.4093 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 70 (56.0) 2.2 (1.9, 4.2) 59 36 (61.0) 1.0 (0.7, 3.9) 0.631 (0.421, 0.944) 0.0278 

   Squamous 88 56 (63.6) 1.8 (1.4, 4.3) 39 26 (66.7) 1.3 (0.3, 2.1) 0.658 (0.411, 1.054) 0.0784 

   Interaction        0.9056 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 79 (55.2) 3.0 (2.0, 4.8) 69 42 (60.9) 1.1 (0.7, 2.1) 0.636 (0.437, 0.927) 0.0198 

   Unknown 70 47 (67.1) 1.6 (1.2, 4.3) 29 20 (69.0) 1.0 (0.3, 1.4) 0.626 (0.369, 1.062) 0.0794 

   Interaction        0.9367 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1413



Protocol BGB-A317-303 Page 178 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 67 (62.0) 2.1 (1.6, 3.5) 46 28 (60.9) 1.0 (0.7, 2.1) 0.683 (0.437, 1.065) 0.0950 

   Unknown 105 59 (56.2) 3.4 (1.6, 6.7) 52 34 (65.4) 1.1 (0.3, 2.5) 0.614 (0.401, 0.938) 0.0262 

   Interaction        0.6687 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 107 (59.8) 2.1 (1.5, 3.5) 84 55 (65.5) 1.0 (0.7, 1.7) 0.655 (0.473, 0.909) 0.0123 

   Third 34 19 (55.9) 4.0 (1.8, 7.0) 14 7 (50.0) 1.1 (0.3, NE) 0.653 (0.273, 1.565) 0.3296 

   Interaction        0.9482 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 20 (62.5) 3.5 (1.4, 10.4) 8 4 (50.0) NR (0.1, NE) 1.111 (0.375, 3.295) 0.8488 

   Metastatic 181 106 (58.6) 2.1 (1.6, 3.5) 90 58 (64.4) 1.0 (0.7, 1.6) 0.613 (0.444, 0.847) 0.0030 

   Interaction        0.2731 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 10 (76.9) 1.6 (0.7, 5.1) 8 4 (50.0) 1.6 (0.3, NE) 1.035 (0.317, 3.377) 0.9534 

   No 200 116 (58.0) 2.3 (1.8, 4.2) 90 58 (64.4) 1.0 (0.7, 1.7) 0.624 (0.454, 0.856) 0.0037 

   Interaction        0.3189 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 17 (65.4) 1.1 (0.7, NE) 15 11 (73.3) 0.9 (0.3, 1.3) 0.598 (0.277, 1.289) 0.1869 

   No 187 109 (58.3) 3.0 (1.9, 4.2) 83 51 (61.4) 1.4 (0.7, 2.5) 0.671 (0.481, 0.938) 0.0205 

   Interaction        0.4461 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 5 (3.5) NR (21.4, NE) 62 7 (11.3) NR (NE, NE) 0.211 (0.061, 0.724) 0.0066 

   Age >= 65 Years 70 5 (7.1) NR (NE, NE) 36 4 (11.1) NR (NE, NE) 0.599 (0.161, 2.230) 0.4423 

   Interaction        0.4439 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 8 (4.8) NR (NE, NE) 71 10 (14.1) NR (NE, NE) 0.288 (0.113, 0.736) 0.0057 

   Female 47 2 (4.3) 21.4 (21.4, NE) 27 1 (3.7) NR (NE, NE) 0.553 (0.035, 8.842) 0.6707 

   Interaction        0.3363 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1420



Protocol BGB-A317-303 Page 185 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 10 (6.0) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.363 (0.152, 0.868) 0.0179 

   White 38 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 10 (6.0) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.363 (0.152, 0.868) 0.0179 

   Europe 32 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 2 (12.5) NR (NE, NE) 0.000 (0.000, NE) 0.0111 

   1 163 10 (6.1) NR (NE, NE) 82 9 (11.0) NR (NE, NE) 0.457 (0.184, 1.138) 0.0853 

   Interaction        0.9886 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 7 (4.6) NR (NE, NE) 61 8 (13.1) NR (NE, NE) 0.292 (0.105, 0.812) 0.0123 

   Never 60 3 (5.0) NR (21.4, NE) 37 3 (8.1) NR (NE, NE) 0.393 (0.066, 2.351) 0.2884 

   Interaction        0.5451 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 6 (4.8) NR (21.4, NE) 59 7 (11.9) NR (NE, NE) 0.330 (0.109, 0.996) 0.0391 

   Squamous 88 4 (4.5) NR (NE, NE) 39 4 (10.3) NR (NE, NE) 0.382 (0.095, 1.534) 0.1588 

   Interaction        0.9925 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 7 (4.9) NR (21.4, NE) 69 8 (11.6) NR (NE, NE) 0.339 (0.121, 0.949) 0.0312 

   Unknown 70 3 (4.3) NR (NE, NE) 29 3 (10.3) NR (NE, NE) 0.380 (0.077, 1.884) 0.2182 

   Interaction        0.9344 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 4 (3.7) NR (21.4, NE) 46 7 (15.2) NR (NE, NE) 0.166 (0.043, 0.641) 0.0030 

   Unknown 105 6 (5.7) NR (NE, NE) 52 4 (7.7) NR (NE, NE) 0.670 (0.189, 2.377) 0.5331 

   Interaction        0.1448 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1427



Protocol BGB-A317-303 Page 192 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 9 (5.0) NR (NE, NE) 84 10 (11.9) NR (NE, NE) 0.360 (0.145, 0.895) 0.0220 

   Third 34 1 (2.9) NR (NE, NE) 14 1 (7.1) NR (NE, NE) 0.178 (0.009, 3.644) 0.2228 

   Interaction        0.9194 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1428



Protocol BGB-A317-303 Page 193 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 2 (6.3) NR (NE, NE) 8 2 (25.0) NR (0.1, NE) 0.217 (0.030, 1.542) 0.0929 

   Metastatic 181 8 (4.4) NR (NE, NE) 90 9 (10.0) NR (NE, NE) 0.362 (0.137, 0.955) 0.0327 

   Interaction        0.5149 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1429



Protocol BGB-A317-303 Page 194 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (0.7, NE) 0.560 (0.035, 8.965) 0.6781 

   No 200 9 (4.5) NR (NE, NE) 90 10 (11.1) NR (NE, NE) 0.328 (0.131, 0.819) 0.0122 

   Interaction        0.8165 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 4 (15.4) NR (5.6, NE) 15 1 (6.7) NR (NE, NE) 1.792 (0.198, 16.223) 0.5986 

   No 187 6 (3.2) NR (NE, NE) 83 10 (12.0) NR (NE, NE) 0.214 (0.076, 0.599) 0.0013 

   Interaction        0.0657 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 16 (11.2) NR (17.9, NE) 62 1 (1.6) NR (NE, NE) 5.423 (0.717, 41.045) 0.0661 

   Age >= 65 Years 70 3 (4.3) NR (NE, NE) 36 0 (0.0) NR (NE, NE) 14871968.614 (0.000, 

NE) 

0.3246 

   Interaction        0.9933 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 18 (10.8) NR (NE, NE) 71 1 (1.4) NR (NE, NE) 5.448 (0.722, 41.118) 0.0651 

   Female 47 1 (2.1) NR (NE, NE) 27 0 (0.0) NR (NE, NE) 18023830.730 (0.000, 

NE) 

0.4652 

   Interaction        0.9938 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 17 (10.2) NR (NE, NE) 84 1 (1.2) NR (NE, NE) 6.287 (0.832, 47.535) 0.0415 

   White 38 2 (5.3) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 12698194.573 (0.000, 

NE) 

0.4819 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 17 (10.2) NR (NE, NE) 84 1 (1.2) NR (NE, NE) 6.287 (0.832, 47.535) 0.0415 

   Europe 32 1 (3.1) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 13912525.030 (0.000, 

NE) 

0.5727 

   Other 14 1 (7.1) NR (6.2, NE) 2 0 (0.0) NR (NE, NE) 10725374.567 (0.000, 

NE) 

0.7237 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) NR (17.9, NE) 16 1 (6.3) NR (NE, NE) 0.536 (0.048, 5.941) 0.6058 

   1 163 16 (9.8) NR (NE, NE) 82 0 (0.0) NR (NE, NE) 15457362.244 (0.000, 

NE) 

0.0145 

   Interaction        0.9916 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 15 (9.8) NR (NE, NE) 61 0 (0.0) NR (NE, NE) 13989244.541 (0.000, 

NE) 

0.0385 

   Never 60 4 (6.7) NR (NE, NE) 37 1 (2.7) NR (NE, NE) 2.211 (0.247, 19.803) 0.4665 

   Interaction        0.9894 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 12 (9.6) NR (NE, NE) 59 0 (0.0) NR (NE, NE) 15023805.285 (0.000, 

NE) 

0.0359 

   Squamous 88 7 (8.0) NR (NE, NE) 39 1 (2.6) NR (NE, NE) 2.231 (0.266, 18.703) 0.4478 

   Interaction        0.9889 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 12 (8.4) NR (NE, NE) 69 1 (1.4) NR (NE, NE) 4.354 (0.563, 33.664) 0.1239 

   Unknown 70 7 (10.0) NR (NE, NE) 29 0 (0.0) NR (NE, NE) 14704260.289 (0.000, 

NE) 

0.1467 

   Interaction        0.9900 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 12 (11.1) NR (NE, NE) 46 1 (2.2) NR (NE, NE) 3.022 (0.383, 23.836) 0.2702 

   Unknown 105 7 (6.7) NR (NE, NE) 52 0 (0.0) NR (NE, NE) 16088389.193 (0.000, 

NE) 

0.0821 

   Interaction        0.9901 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 18 (10.1) NR (NE, NE) 84 1 (1.2) NR (NE, NE) 6.428 (0.855, 48.332) 0.0378 

   Third 34 1 (2.9) NR (NE, NE) 14 0 (0.0) NR (NE, NE) 15400981.735 (0.000, 

NE) 

0.5271 

   Interaction        0.9942 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) NR (NE, NE) 8 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Metastatic 181 19 (10.5) NR (NE, NE) 90 1 (1.1) NR (NE, NE) 7.053 (0.940, 52.911) 0.0269 

   Interaction        0.9995 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1442



Protocol BGB-A317-303 Page 207 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) 17.9 (1.5, NE) 8 0 (0.0) NR (NE, NE) 49480009.809 (0.000, 

NE) 

0.2978 

   No 200 16 (8.0) NR (NE, NE) 90 1 (1.1) NR (NE, NE) 5.420 (0.716, 41.043) 0.0664 

   Interaction        0.9936 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (NE, NE) 15 0 (0.0) NR (NE, NE) 17548059.404 (0.000, 

NE) 

0.3125 

   No 187 17 (9.1) NR (NE, NE) 83 1 (1.2) NR (NE, NE) 5.367 (0.711, 40.529) 0.0680 

   Interaction        0.9931 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 4 (2.8) NR (23.0, NE) 62 23 (37.1) NR (2.5, NE) 0.038 (0.011, 0.128) <0.0001 

   Age >= 65 Years 70 1 (1.4) NR (NE, NE) 36 16 (44.4) NR (1.0, NE) 0.025 (0.003, 0.185) <0.0001 

   Interaction        0.4557 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 4 (2.4) NR (23.0, NE) 71 32 (45.1) 3.9 (1.7, NE) 0.035 (0.012, 0.099) <0.0001 

   Female 47 1 (2.1) NR (14.2, NE) 27 7 (25.9) NR (NE, NE) 0.059 (0.007, 0.491) 0.0004 

   Interaction        0.6540 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 5 (3.0) NR (23.0, NE) 84 39 (46.4) 3.2 (1.1, NE) 0.040 (0.016, 0.103) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 5 (3.0) NR (23.0, NE) 84 39 (46.4) 3.2 (1.1, NE) 0.040 (0.016, 0.103) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (23.0, NE) 16 10 (62.5) 0.4 (0.3, NE) 0.000 (0.000, NE) <0.0001 

   1 163 4 (2.5) NR (NE, NE) 82 29 (35.4) NR (3.2, NE) 0.047 (0.016, 0.136) <0.0001 

   Interaction        0.3194 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) NR (NE, NE) 61 23 (37.7) NR (2.5, NE) 0.023 (0.005, 0.099) <0.0001 

   Never 60 3 (5.0) 23.0 (14.2, NE) 37 16 (43.2) NR (0.9, NE) 0.053 (0.012, 0.231) <0.0001 

   Interaction        0.2578 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 3 (2.4) NR (23.0, NE) 59 23 (39.0) NR (1.1, NE) 0.045 (0.013, 0.150) <0.0001 

   Squamous 88 2 (2.3) NR (NE, NE) 39 16 (41.0) 3.2 (1.9, NE) 0.020 (0.003, 0.149) <0.0001 

   Interaction        0.8310 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 3 (2.1) NR (23.0, NE) 69 26 (37.7) NR (3.2, NE) 0.041 (0.012, 0.135) <0.0001 

   Unknown 70 2 (2.9) NR (NE, NE) 29 13 (44.8) 2.5 (0.5, NE) 0.022 (0.003, 0.171) <0.0001 

   Interaction        0.9800 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 3 (2.8) NR (23.0, NE) 46 18 (39.1) NR (1.1, NE) 0.029 (0.006, 0.129) <0.0001 

   Unknown 105 2 (1.9) NR (NE, NE) 52 21 (40.4) NR (1.9, NE) 0.035 (0.008, 0.152) <0.0001 

   Interaction        0.8301 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 4 (2.2) NR (23.0, NE) 84 35 (41.7) NR (1.9, NE) 0.037 (0.013, 0.104) <0.0001 

   Third 34 1 (2.9) NR (NE, NE) 14 4 (28.6) NR (0.9, NE) 0.083 (0.009, 0.744) 0.0046 

   Interaction        0.6112 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 1 (3.1) NR (23.0, NE) 8 3 (37.5) NR (0.3, NE) 0.000 (0.000, NE) 0.0003 

   Metastatic 181 4 (2.2) NR (NE, NE) 90 36 (40.0) NR (2.5, NE) 0.038 (0.013, 0.107) <0.0001 

   Interaction        0.7695 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0623 

   No 200 5 (2.5) NR (23.0, NE) 90 37 (41.1) NR (2.0, NE) 0.041 (0.016, 0.104) <0.0001 

   Interaction        0.9897 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (10.0, NE) 15 7 (46.7) NR (0.3, NE) 0.000 (0.000, NE) <0.0001 

   No 187 4 (2.1) NR (23.0, NE) 83 32 (38.6) NR (2.5, NE) 0.039 (0.014, 0.111) <0.0001 

   Interaction        0.8647 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 6 (4.2) NR (23.0, NE) 62 19 (30.6) NR (3.9, NE) 0.087 (0.032, 0.235) <0.0001 

   Age >= 65 Years 70 2 (2.9) NR (NE, NE) 36 14 (38.9) NR (1.0, NE) 0.058 (0.013, 0.254) <0.0001 

   Interaction        0.4754 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 6 (3.6) NR (23.0, NE) 71 27 (38.0) NR (2.5, NE) 0.068 (0.028, 0.165) <0.0001 

   Female 47 2 (4.3) NR (NE, NE) 27 6 (22.2) NR (NE, NE) 0.169 (0.034, 0.838) 0.0138 

   Interaction        0.4110 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 8 (4.8) NR (23.0, NE) 84 32 (38.1) NR (2.5, NE) 0.089 (0.041, 0.194) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.0752 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 8 (4.8) NR (23.0, NE) 84 32 (38.1) NR (2.5, NE) 0.089 (0.041, 0.194) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.1025 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) 23.0 (23.0, NE) 16 7 (43.8) NR (0.3, NE) 0.072 (0.015, 0.346) <0.0001 

   1 163 5 (3.1) NR (NE, NE) 82 26 (31.7) NR (3.9, NE) 0.074 (0.028, 0.194) <0.0001 

   Interaction        0.8646 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 4 (2.6) NR (NE, NE) 61 20 (32.8) NR (2.6, NE) 0.060 (0.020, 0.176) <0.0001 

   Never 60 4 (6.7) 23.0 (NE, NE) 37 13 (35.1) NR (1.0, NE) 0.109 (0.031, 0.383) <0.0001 

   Interaction        0.3330 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 3 (2.4) NR (23.0, NE) 59 20 (33.9) NR (3.9, NE) 0.056 (0.017, 0.188) <0.0001 

   Squamous 88 5 (5.7) NR (NE, NE) 39 13 (33.3) NR (2.5, NE) 0.128 (0.045, 0.362) <0.0001 

   Interaction        0.2847 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 3 (2.1) NR (23.0, NE) 69 21 (30.4) NR (NE, NE) 0.056 (0.017, 0.188) <0.0001 

   Unknown 70 5 (7.1) NR (NE, NE) 29 12 (41.4) 2.6 (1.0, NE) 0.117 (0.041, 0.337) <0.0001 

   Interaction        0.3036 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 3 (2.8) NR (23.0, NE) 46 14 (30.4) NR (NE, NE) 0.050 (0.011, 0.222) <0.0001 

   Unknown 105 5 (4.8) NR (NE, NE) 52 19 (36.5) NR (2.5, NE) 0.102 (0.038, 0.273) <0.0001 

   Interaction        0.5269 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 8 (4.5) NR (23.0, NE) 84 28 (33.3) NR (3.9, NE) 0.103 (0.047, 0.226) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 5 (35.7) NR (0.3, NE) 0.000 (0.000, NE) 0.0002 

   Interaction        0.9858 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 3 (9.4) 23.0 (23.0, NE) 8 3 (37.5) NR (0.2, NE) 0.131 (0.022, 0.787) 0.0099 

   Metastatic 181 5 (2.8) NR (NE, NE) 90 30 (33.3) NR (3.9, NE) 0.063 (0.024, 0.163) <0.0001 

   Interaction        0.3001 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0623 

   No 200 8 (4.0) NR (23.0, NE) 90 31 (34.4) NR (3.9, NE) 0.087 (0.040, 0.191) <0.0001 

   Interaction        0.9873 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (3.9, NE) 15 8 (53.3) 1.1 (0.3, NE) 0.050 (0.006, 0.403) <0.0001 

   No 187 7 (3.7) NR (23.0, NE) 83 25 (30.1) NR (NE, NE) 0.097 (0.042, 0.224) <0.0001 

   Interaction        0.4805 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1470



Protocol BGB-A317-303 Page 235 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 9 (6.3) NR (NE, NE) 62 7 (11.3) NR (NE, NE) 0.452 (0.167, 1.222) 0.1083 

   Age >= 65 Years 70 4 (5.7) NR (NE, NE) 36 6 (16.7) NR (NE, NE) 0.244 (0.066, 0.899) 0.0228 

   Interaction        0.4077 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 10 (6.0) NR (NE, NE) 71 11 (15.5) NR (NE, NE) 0.290 (0.121, 0.696) 0.0033 

   Female 47 3 (6.4) NR (NE, NE) 27 2 (7.4) NR (NE, NE) 0.683 (0.113, 4.115) 0.6753 

   Interaction        0.3541 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 11 (6.6) NR (NE, NE) 84 13 (15.5) NR (NE, NE) 0.328 (0.145, 0.741) 0.0050 

   White 38 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 8 2 (25.0) NR (3.9, NE) 2 0 (0.0) NR (NE, NE) 33580632.655 (0.000, 

NE) 

0.5024 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 11 (6.6) NR (NE, NE) 84 13 (15.5) NR (NE, NE) 0.328 (0.145, 0.741) 0.0050 

   Europe 32 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 14 2 (14.3) NR (3.9, NE) 2 0 (0.0) NR (NE, NE) 10719485.321 (0.000, 

NE) 

0.6222 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) NR (NE, NE) 16 3 (18.8) NR (4.1, NE) 0.235 (0.047, 1.182) 0.0566 

   1 163 10 (6.1) NR (NE, NE) 82 10 (12.2) NR (NE, NE) 0.387 (0.158, 0.944) 0.0308 

   Interaction        0.6575 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 9 (5.9) NR (NE, NE) 61 7 (11.5) NR (NE, NE) 0.338 (0.122, 0.938) 0.0297 

   Never 60 4 (6.7) NR (NE, NE) 37 6 (16.2) NR (NE, NE) 0.377 (0.106, 1.336) 0.1163 

   Interaction        0.9399 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 6 (4.8) NR (NE, NE) 59 7 (11.9) NR (NE, NE) 0.350 (0.117, 1.045) 0.0493 

   Squamous 88 7 (8.0) NR (NE, NE) 39 6 (15.4) NR (NE, NE) 0.295 (0.088, 0.987) 0.0361 

   Interaction        0.9970 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 7 (4.9) NR (NE, NE) 69 8 (11.6) NR (NE, NE) 0.343 (0.124, 0.952) 0.0318 

   Unknown 70 6 (8.6) NR (NE, NE) 29 5 (17.2) NR (NE, NE) 0.328 (0.093, 1.157) 0.0698 

   Interaction        0.9732 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 5 (4.6) NR (NE, NE) 46 6 (13.0) NR (NE, NE) 0.285 (0.086, 0.947) 0.0291 

   Unknown 105 8 (7.6) NR (NE, NE) 52 7 (13.5) NR (NE, NE) 0.479 (0.173, 1.324) 0.1482 

   Interaction        0.3755 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 11 (6.1) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.369 (0.158, 0.858) 0.0163 

   Third 34 2 (5.9) NR (NE, NE) 14 2 (14.3) NR (NE, NE) 0.237 (0.029, 1.938) 0.1485 

   Interaction        0.7121 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 3 (9.4) NR (13.5, NE) 8 1 (12.5) NR (0.2, NE) 0.372 (0.033, 4.206) 0.4058 

   Metastatic 181 10 (5.5) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.339 (0.145, 0.789) 0.0087 

   Interaction        0.6906 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (1.0, NE) 0.000 (0.000, NE) 0.1904 

   No 200 13 (6.5) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.372 (0.168, 0.824) 0.0114 

   Interaction        0.9908 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 3 (11.5) NR (3.9, NE) 15 3 (20.0) NR (0.3, NE) 0.531 (0.107, 2.643) 0.4391 

   No 187 10 (5.3) NR (NE, NE) 83 10 (12.0) NR (NE, NE) 0.327 (0.135, 0.796) 0.0097 

   Interaction        0.6762 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 16 (11.2) NR (NE, NE) 62 15 (24.2) 7.4 (4.7, NE) 0.323 (0.158, 0.660) 0.0011 

   Age >= 65 Years 70 11 (15.7) NR (NE, NE) 36 6 (16.7) 7.7 (6.7, NE) 0.616 (0.218, 1.746) 0.3584 

   Interaction        0.4039 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 21 (12.7) NR (NE, NE) 71 14 (19.7) 6.7 (5.7, NE) 0.414 (0.205, 0.835) 0.0111 

   Female 47 6 (12.8) NR (NE, NE) 27 7 (25.9) 7.7 (4.2, NE) 0.419 (0.141, 1.250) 0.1074 

   Interaction        0.9886 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 19 (11.4) NR (NE, NE) 84 14 (16.7) 6.3 (5.7, NE) 0.459 (0.226, 0.933) 0.0275 

   White 38 5 (13.2) NR (NE, NE) 12 6 (50.0) 7.4 (0.6, NE) 0.215 (0.065, 0.709) 0.0055 

   Other 8 3 (37.5) NR (0.6, NE) 2 1 (50.0) NR (0.0, NE) 0.613 (0.062, 6.101) 0.6737 

   Interaction        0.4961 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 19 (11.4) NR (NE, NE) 84 14 (16.7) 6.3 (5.7, NE) 0.459 (0.226, 0.933) 0.0275 

   Europe 32 4 (12.5) NR (NE, NE) 12 6 (50.0) 7.4 (0.6, NE) 0.213 (0.060, 0.759) 0.0087 

   Other 14 4 (28.6) NR (3.4, NE) 2 1 (50.0) NR (0.0, NE) 0.497 (0.053, 4.633) 0.5317 

   Interaction        0.5342 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1487



Protocol BGB-A317-303 Page 252 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 7 (14.0) NR (NE, NE) 16 5 (31.3) 6.3 (2.1, NE) 0.323 (0.102, 1.027) 0.0438 

   1 163 20 (12.3) NR (NE, NE) 82 16 (19.5) 7.4 (6.2, NE) 0.424 (0.216, 0.832) 0.0103 

   Interaction        0.5980 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 22 (14.4) NR (NE, NE) 61 15 (24.6) 7.4 (5.7, NE) 0.379 (0.192, 0.746) 0.0036 

   Never 60 5 (8.3) NR (NE, NE) 37 6 (16.2) 7.7 (6.2, NE) 0.431 (0.131, 1.419) 0.1542 

   Interaction        0.8556 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 18 (14.4) NR (NE, NE) 59 12 (20.3) 7.7 (4.7, NE) 0.566 (0.272, 1.180) 0.1239 

   Squamous 88 9 (10.2) NR (15.5, NE) 39 9 (23.1) 6.7 (5.7, NE) 0.205 (0.072, 0.585) 0.0012 

   Interaction        0.1960 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 19 (13.3) NR (NE, NE) 69 16 (23.2) 7.4 (5.7, NE) 0.432 (0.221, 0.845) 0.0117 

   Unknown 70 8 (11.4) NR (15.5, NE) 29 5 (17.2) 6.7 (6.7, NE) 0.329 (0.095, 1.142) 0.0668 

   Interaction        0.9617 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 10 (9.3) NR (NE, NE) 46 11 (23.9) 4.7 (4.2, NE) 0.203 (0.081, 0.511) 0.0002 

   Unknown 105 17 (16.2) NR (15.5, NE) 52 10 (19.2) NR (6.7, NE) 0.656 (0.298, 1.442) 0.2900 

   Interaction        0.0437 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 23 (12.8) NR (NE, NE) 84 19 (22.6) 7.4 (6.2, NE) 0.416 (0.225, 0.771) 0.0040 

   Third 34 4 (11.8) NR (9.1, NE) 14 2 (14.3) 7.7 (NE, NE) 0.280 (0.037, 2.118) 0.1902 

   Interaction        0.8152 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 3 (9.4) NR (NE, NE) 8 3 (37.5) NR (0.1, NE) 0.217 (0.044, 1.080) 0.0406 

   Metastatic 181 24 (13.3) NR (NE, NE) 90 18 (20.0) 7.4 (6.2, NE) 0.426 (0.227, 0.799) 0.0063 

   Interaction        0.2726 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 6 (46.2) 4.0 (1.2, NE) 8 2 (25.0) 6.2 (0.3, NE) 3.617 (0.435, 30.110) 0.1986 

   No 200 21 (10.5) NR (NE, NE) 90 19 (21.1) 7.7 (6.3, NE) 0.324 (0.171, 0.614) 0.0003 

   Interaction        0.0473 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 3 (11.5) NR (NE, NE) 15 4 (26.7) NR (2.6, NE) 0.543 (0.120, 2.462) 0.4222 

   No 187 24 (12.8) NR (NE, NE) 83 17 (20.5) 7.7 (6.2, NE) 0.412 (0.218, 0.779) 0.0050 

   Interaction        0.9499 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 13 (9.1) NR (21.6, NE) 62 7 (11.3) NR (NE, NE) 0.621 (0.244, 1.581) 0.3140 

   Age >= 65 Years 70 3 (4.3) NR (NE, NE) 36 6 (16.7) NR (NE, NE) 0.151 (0.035, 0.650) 0.0043 

   Interaction        0.1312 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 11 (6.6) NR (NE, NE) 71 5 (7.0) NR (NE, NE) 0.697 (0.239, 2.039) 0.5087 

   Female 47 5 (10.6) NR (16.2, NE) 27 8 (29.6) NR (7.4, NE) 0.225 (0.067, 0.749) 0.0081 

   Interaction        0.1548 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 15 (9.0) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.496 (0.224, 1.097) 0.0781 

   White 38 1 (2.6) NR (NE, NE) 12 1 (8.3) NR (7.4, NE) 0.313 (0.020, 5.025) 0.3864 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.1, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.9559 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 15 (9.0) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.496 (0.224, 1.097) 0.0781 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (7.4, NE) 0.000 (0.000, NE) 0.0833 

   Other 14 1 (7.1) NR (NE, NE) 2 1 (50.0) NR (0.1, NE) 0.101 (0.006, 1.684) 0.0510 

   Interaction        0.4072 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 4 (8.0) NR (21.6, NE) 16 1 (6.3) NR (NE, NE) 0.714 (0.073, 7.007) 0.7714 

   1 163 12 (7.4) NR (NE, NE) 82 12 (14.6) NR (NE, NE) 0.388 (0.173, 0.873) 0.0177 

   Interaction        0.4592 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 11 (7.2) NR (NE, NE) 61 5 (8.2) NR (7.4, NE) 0.679 (0.233, 1.981) 0.4761 

   Never 60 5 (8.3) 21.6 (16.2, NE) 37 8 (21.6) NR (NE, NE) 0.193 (0.051, 0.729) 0.0070 

   Interaction        0.1953 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 15 (12.0) NR (21.6, NE) 59 8 (13.6) NR (NE, NE) 0.681 (0.287, 1.619) 0.3830 

   Squamous 88 1 (1.1) NR (NE, NE) 39 5 (12.8) NR (NE, NE) 0.073 (0.008, 0.632) 0.0020 

   Interaction        0.0405 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 15 (10.5) NR (21.6, NE) 69 8 (11.6) NR (NE, NE) 0.681 (0.286, 1.622) 0.3850 

   Unknown 70 1 (1.4) NR (NE, NE) 29 5 (17.2) NR (2.6, NE) 0.066 (0.008, 0.572) 0.0011 

   Interaction        0.0344 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 11 (10.2) NR (21.6, NE) 46 6 (13.0) NR (NE, NE) 0.494 (0.173, 1.406) 0.1784 

   Unknown 105 5 (4.8) NR (NE, NE) 52 7 (13.5) NR (NE, NE) 0.297 (0.094, 0.938) 0.0280 

   Interaction        0.5207 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 11 (6.1) NR (21.6, NE) 84 11 (13.1) NR (NE, NE) 0.343 (0.146, 0.805) 0.0103 

   Third 34 5 (14.7) NR (NE, NE) 14 2 (14.3) NR (2.6, NE) 0.768 (0.145, 4.075) 0.7555 

   Interaction        0.4410 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1506



Protocol BGB-A317-303 Page 271 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 1 (3.1) NR (21.6, NE) 8 1 (12.5) NR (2.6, NE) 0.000 (0.000, NE) 0.0455 

   Metastatic 181 15 (8.3) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.476 (0.221, 1.028) 0.0539 

   Interaction        0.5766 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1507



Protocol BGB-A317-303 Page 272 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (0.0, NE) 0.529 (0.033, 8.523) 0.6479 

   No 200 15 (7.5) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.411 (0.190, 0.891) 0.0203 

   Interaction        0.9738 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (NE, NE) 15 4 (26.7) NR (0.1, NE) 0.241 (0.044, 1.320) 0.0767 

   No 187 14 (7.5) NR (NE, NE) 83 9 (10.8) NR (NE, NE) 0.501 (0.214, 1.175) 0.1055 

   Interaction        0.3021 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 8 (5.6) NR (21.6, NE) 62 6 (9.7) NR (NE, NE) 0.432 (0.145, 1.290) 0.1223 

   Age >= 65 Years 70 3 (4.3) NR (NE, NE) 36 4 (11.1) NR (NE, NE) 0.234 (0.048, 1.137) 0.0534 

   Interaction        0.5775 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 8 (4.8) NR (NE, NE) 71 3 (4.2) NR (NE, NE) 0.830 (0.215, 3.197) 0.7862 

   Female 47 3 (6.4) NR (16.2, NE) 27 7 (25.9) NR (NE, NE) 0.133 (0.028, 0.644) 0.0033 

   Interaction        0.0774 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 10 (6.0) NR (NE, NE) 84 9 (10.7) NR (NE, NE) 0.395 (0.156, 0.996) 0.0420 

   White 38 1 (2.6) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 14368299.529 (0.000, 

NE) 

0.5577 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.1, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 10 (6.0) NR (NE, NE) 84 9 (10.7) NR (NE, NE) 0.395 (0.156, 0.996) 0.0420 

   Europe 32 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 14 1 (7.1) NR (NE, NE) 2 1 (50.0) NR (0.1, NE) 0.101 (0.006, 1.684) 0.0510 

   Interaction        0.5079 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 4 (8.0) NR (21.6, NE) 16 1 (6.3) NR (NE, NE) 0.714 (0.073, 7.007) 0.7714 

   1 163 7 (4.3) NR (NE, NE) 82 9 (11.0) NR (NE, NE) 0.310 (0.114, 0.844) 0.0157 

   Interaction        0.3804 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 8 (5.2) NR (NE, NE) 61 2 (3.3) NR (NE, NE) 1.300 (0.273, 6.194) 0.7410 

   Never 60 3 (5.0) 21.6 (16.2, NE) 37 8 (21.6) NR (NE, NE) 0.066 (0.008, 0.532) 0.0007 

   Interaction        0.0396 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 10 (8.0) NR (21.6, NE) 59 7 (11.9) NR (NE, NE) 0.504 (0.190, 1.342) 0.1633 

   Squamous 88 1 (1.1) NR (NE, NE) 39 3 (7.7) NR (NE, NE) 0.139 (0.014, 1.334) 0.0453 

   Interaction        0.2093 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 10 (7.0) NR (21.6, NE) 69 7 (10.1) NR (NE, NE) 0.505 (0.189, 1.349) 0.1667 

   Unknown 70 1 (1.4) NR (NE, NE) 29 3 (10.3) NR (NE, NE) 0.129 (0.013, 1.238) 0.0356 

   Interaction        0.1882 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 6 (5.6) NR (21.6, NE) 46 6 (13.0) NR (NE, NE) 0.212 (0.058, 0.780) 0.0107 

   Unknown 105 5 (4.8) NR (NE, NE) 52 4 (7.7) NR (NE, NE) 0.553 (0.148, 2.062) 0.3705 

   Interaction        0.4138 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 8 (4.5) NR (21.6, NE) 84 9 (10.7) NR (NE, NE) 0.309 (0.116, 0.818) 0.0129 

   Third 34 3 (8.8) NR (NE, NE) 14 1 (7.1) NR (NE, NE) 0.842 (0.083, 8.598) 0.8848 

   Interaction        0.4410 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 1 (3.1) NR (21.6, NE) 8 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Metastatic 181 10 (5.5) NR (NE, NE) 90 10 (11.1) NR (NE, NE) 0.384 (0.158, 0.936) 0.0294 

   Interaction        0.9898 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.0, NE) 0.000 (0.000, NE) 0.2024 

   No 200 11 (5.5) NR (NE, NE) 90 9 (10.0) NR (NE, NE) 0.405 (0.165, 0.997) 0.0429 

   Interaction        0.9910 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 3 (20.0) NR (0.1, NE) 0.000 (0.000, NE) 0.0186 

   No 187 11 (5.9) NR (NE, NE) 83 7 (8.4) NR (NE, NE) 0.510 (0.194, 1.342) 0.1649 

   Interaction        0.9912 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Respiratory, thoracic and mediastinal disorders / PT - Productive cough 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 7 (4.9) NR (NE, NE) 62 6 (9.7) NR (NE, NE) 0.406 (0.136, 1.210) 0.0941 

   Age >= 65 Years 70 3 (4.3) NR (NE, NE) 36 4 (11.1) NR (NE, NE) 0.354 (0.079, 1.588) 0.1581 

   Interaction        0.7805 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Respiratory, thoracic and mediastinal disorders / PT - Productive cough 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 9 (5.4) NR (NE, NE) 71 6 (8.5) NR (NE, NE) 0.556 (0.197, 1.564) 0.2596 

   Female 47 1 (2.1) NR (NE, NE) 27 4 (14.8) NR (3.7, NE) 0.122 (0.014, 1.094) 0.0249 

   Interaction        0.2392 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Respiratory, thoracic and mediastinal disorders / PT - Productive cough 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 7 (4.2) NR (NE, NE) 84 9 (10.7) NR (NE, NE) 0.329 (0.122, 0.885) 0.0207 

   White 38 3 (7.9) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 13792208.270 (0.000, 

NE) 

0.3351 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (2.7, NE) 0.000 (0.000, NE) 0.0833 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1525



Protocol BGB-A317-303 Page 290 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Respiratory, thoracic and mediastinal disorders / PT - Productive cough 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 7 (4.2) NR (NE, NE) 84 9 (10.7) NR (NE, NE) 0.329 (0.122, 0.885) 0.0207 

   Europe 32 2 (6.3) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 15493994.046 (0.000, 

NE) 

0.3683 

   Other 14 1 (7.1) NR (3.8, NE) 2 1 (50.0) NR (2.7, NE) 0.000 (0.000, NE) 0.0190 

   Interaction        0.8079 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Respiratory, thoracic and mediastinal disorders / PT - Productive cough 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (NE, NE) 16 1 (6.3) NR (2.7, NE) 0.269 (0.017, 4.339) 0.3213 

   1 163 9 (5.5) NR (NE, NE) 82 9 (11.0) NR (NE, NE) 0.426 (0.169, 1.074) 0.0623 

   Interaction        0.7631 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Respiratory, thoracic and mediastinal disorders / PT - Productive cough 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 8 (5.2) NR (NE, NE) 61 5 (8.2) NR (NE, NE) 0.565 (0.184, 1.733) 0.3132 

   Never 60 2 (3.3) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.223 (0.043, 1.148) 0.0491 

   Interaction        0.3678 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Respiratory, thoracic and mediastinal disorders / PT - Productive cough 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 3 (2.4) NR (NE, NE) 59 7 (11.9) NR (NE, NE) 0.170 (0.044, 0.657) 0.0035 

   Squamous 88 7 (8.0) NR (NE, NE) 39 3 (7.7) NR (NE, NE) 0.892 (0.230, 3.464) 0.8737 

   Interaction        0.1055 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Respiratory, thoracic and mediastinal disorders / PT - Productive cough 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 5 (3.5) NR (NE, NE) 69 8 (11.6) NR (NE, NE) 0.249 (0.081, 0.762) 0.0083 

   Unknown 70 5 (7.1) NR (NE, NE) 29 2 (6.9) NR (NE, NE) 0.932 (0.180, 4.836) 0.9352 

   Interaction        0.2344 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Respiratory, thoracic and mediastinal disorders / PT - Productive cough 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 3 (2.8) NR (NE, NE) 46 6 (13.0) NR (NE, NE) 0.149 (0.037, 0.601) 0.0021 

   Unknown 105 7 (6.7) NR (NE, NE) 52 4 (7.7) NR (NE, NE) 0.805 (0.236, 2.750) 0.7290 

   Interaction        0.0906 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Respiratory, thoracic and mediastinal disorders / PT - Productive cough 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 8 (4.5) NR (NE, NE) 84 8 (9.5) NR (NE, NE) 0.389 (0.146, 1.039) 0.0507 

   Third 34 2 (5.9) NR (NE, NE) 14 2 (14.3) NR (NE, NE) 0.351 (0.049, 2.499) 0.2739 

   Interaction        0.7877 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Respiratory, thoracic and mediastinal disorders / PT - Productive cough 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 1 (3.1) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12737130.098 (0.000, 

NE) 

0.6171 

   Metastatic 181 9 (5.0) NR (NE, NE) 90 10 (11.1) NR (NE, NE) 0.365 (0.148, 0.901) 0.0227 

   Interaction        0.9928 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Respiratory, thoracic and mediastinal disorders / PT - Productive cough 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.239 (0.021, 2.670) 0.2075 

   No 200 9 (4.5) NR (NE, NE) 90 8 (8.9) NR (NE, NE) 0.425 (0.164, 1.103) 0.0702 

   Interaction        0.5459 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Respiratory, thoracic and mediastinal disorders / PT - Productive cough 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (NE, NE) 15 1 (6.7) NR (3.7, NE) 0.661 (0.041, 10.762) 0.7694 

   No 187 9 (4.8) NR (NE, NE) 83 9 (10.8) NR (NE, NE) 0.363 (0.143, 0.916) 0.0253 

   Interaction        0.6940 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 22 (15.4) NR (14.5, NE) 62 41 (66.1) 1.0 (0.6, 2.3) 0.092 (0.052, 0.164) <0.0001 

   Age >= 65 Years 70 11 (15.7) NR (NE, NE) 36 18 (50.0) 5.1 (0.5, NE) 0.139 (0.060, 0.319) <0.0001 

   Interaction        0.4817 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 30 (18.1) NR (14.5, NE) 71 42 (59.2) 1.2 (0.6, 2.4) 0.133 (0.080, 0.221) <0.0001 

   Female 47 3 (6.4) NR (NE, NE) 27 17 (63.0) 3.1 (0.5, 5.3) 0.032 (0.007, 0.146) <0.0001 

   Interaction        0.0634 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 27 (16.2) NR (17.9, NE) 84 51 (60.7) 0.9 (0.6, 2.0) 0.111 (0.066, 0.185) <0.0001 

   White 38 4 (10.5) NR (10.8, NE) 12 7 (58.3) 5.1 (0.5, NE) 0.043 (0.008, 0.224) <0.0001 

   Other 8 2 (25.0) NR (1.0, NE) 2 1 (50.0) NR (0.5, NE) 0.177 (0.011, 2.946) 0.1757 

   Interaction        0.7862 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1538



Protocol BGB-A317-303 Page 303 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 27 (16.2) NR (17.9, NE) 84 51 (60.7) 0.9 (0.6, 2.0) 0.111 (0.066, 0.185) <0.0001 

   Europe 32 3 (9.4) NR (10.8, NE) 12 7 (58.3) 5.1 (0.5, NE) 0.024 (0.003, 0.203) <0.0001 

   Other 14 3 (21.4) NR (4.1, NE) 2 1 (50.0) NR (0.5, NE) 0.242 (0.021, 2.737) 0.2143 

   Interaction        0.8818 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1539



Protocol BGB-A317-303 Page 304 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 9 (18.0) NR (17.9, NE) 16 10 (62.5) 0.7 (0.4, NE) 0.117 (0.041, 0.330) <0.0001 

   1 163 24 (14.7) NR (14.5, NE) 82 49 (59.8) 1.2 (0.7, 3.1) 0.106 (0.062, 0.179) <0.0001 

   Interaction        0.9248 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-ia.rtf 

1540



Protocol BGB-A317-303 Page 305 of 325 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 29 (19.0) NR (13.5, NE) 61 38 (62.3) 1.0 (0.6, 5.3) 0.118 (0.068, 0.205) <0.0001 

   Never 60 4 (6.7) NR (NE, NE) 37 21 (56.8) 2.0 (0.6, 5.1) 0.056 (0.019, 0.171) <0.0001 

   Interaction        0.0970 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 13 (10.4) NR (17.9, NE) 59 37 (62.7) 1.2 (0.6, 3.1) 0.058 (0.028, 0.119) <0.0001 

   Squamous 88 20 (22.7) NR (9.4, NE) 39 22 (56.4) 1.4 (0.6, NE) 0.195 (0.102, 0.374) <0.0001 

   Interaction        0.0156 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 16 (11.2) NR (17.9, NE) 69 44 (63.8) 1.0 (0.6, 2.4) 0.061 (0.032, 0.118) <0.0001 

   Unknown 70 17 (24.3) NR (6.5, NE) 29 15 (51.7) 2.0 (0.6, NE) 0.251 (0.121, 0.521) <0.0001 

   Interaction        0.0031 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 16 (14.8) NR (17.9, NE) 46 28 (60.9) 1.0 (0.6, NE) 0.082 (0.039, 0.174) <0.0001 

   Unknown 105 17 (16.2) NR (10.8, NE) 52 31 (59.6) 1.6 (0.6, 5.1) 0.137 (0.074, 0.252) <0.0001 

   Interaction        0.2778 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 26 (14.5) NR (17.9, NE) 84 55 (65.5) 0.9 (0.6, 2.0) 0.088 (0.053, 0.147) <0.0001 

   Third 34 7 (20.6) NR (5.7, NE) 14 4 (28.6) 5.1 (1.0, NE) 0.383 (0.102, 1.435) 0.1362 

   Interaction        0.0201 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 8 (25.0) 13.5 (9.4, NE) 8 7 (87.5) 1.5 (0.3, 3.1) 0.127 (0.040, 0.406) <0.0001 

   Metastatic 181 25 (13.8) NR (17.9, NE) 90 52 (57.8) 1.2 (0.6, 5.3) 0.100 (0.059, 0.168) <0.0001 

   Interaction        0.5246 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) 17.9 (NE, NE) 8 3 (37.5) NR (0.3, NE) 0.153 (0.016, 1.486) 0.0631 

   No 200 31 (15.5) NR (NE, NE) 90 56 (62.2) 1.2 (0.6, 2.4) 0.094 (0.057, 0.155) <0.0001 

   Interaction        0.2149 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 4 (15.4) 9.1 (6.0, NE) 15 8 (53.3) 0.6 (0.3, NE) 0.128 (0.033, 0.491) 0.0005 

   No 187 29 (15.5) NR (17.9, NE) 83 51 (61.4) 1.4 (0.7, 3.1) 0.104 (0.063, 0.172) <0.0001 

   Interaction        0.5962 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 1 (0.7) NR (NE, NE) 62 36 (58.1) 1.4 (0.7, 3.1) 0.007 (0.001, 0.051) <0.0001 

   Age >= 65 Years 70 1 (1.4) NR (NE, NE) 36 15 (41.7) 5.1 (0.6, NE) 0.023 (0.003, 0.174) <0.0001 

   Interaction        0.4294 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 2 (1.2) NR (NE, NE) 71 36 (50.7) 2.0 (1.0, NE) 0.015 (0.004, 0.065) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 15 (55.6) 3.1 (0.5, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9878 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 2 (1.2) NR (NE, NE) 84 45 (53.6) 1.4 (0.7, NE) 0.014 (0.003, 0.057) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 5 (41.7) 5.1 (0.5, NE) 0.000 (0.000, NE) <0.0001 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.5, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 2 (1.2) NR (NE, NE) 84 45 (53.6) 1.4 (0.7, NE) 0.014 (0.003, 0.057) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 5 (41.7) 5.1 (0.5, NE) 0.000 (0.000, NE) <0.0001 

   Other 14 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.5, NE) 0.000 (0.000, NE) 0.0082 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 8 (50.0) 2.3 (0.5, NE) 0.000 (0.000, NE) <0.0001 

   1 163 2 (1.2) NR (NE, NE) 82 43 (52.4) 1.6 (0.9, NE) 0.014 (0.003, 0.059) <0.0001 

   Interaction        0.9872 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) NR (NE, NE) 61 32 (52.5) 1.5 (0.7, NE) 0.017 (0.004, 0.070) <0.0001 

   Never 60 0 (0.0) NR (NE, NE) 37 19 (51.4) 2.0 (0.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9861 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) NR (NE, NE) 59 32 (54.2) 1.6 (0.7, 5.1) 0.000 (0.000, NE) <0.0001 

   Squamous 88 2 (2.3) NR (NE, NE) 39 19 (48.7) 2.0 (0.6, NE) 0.032 (0.007, 0.138) <0.0001 

   Interaction        0.9867 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 69 38 (55.1) 1.5 (0.7, 5.1) 0.000 (0.000, NE) <0.0001 

   Unknown 70 2 (2.9) NR (NE, NE) 29 13 (44.8) NR (0.6, NE) 0.046 (0.010, 0.203) <0.0001 

   Interaction        0.9863 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) NR (NE, NE) 46 24 (52.2) 1.4 (0.6, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 105 2 (1.9) NR (NE, NE) 52 27 (51.9) 2.0 (0.7, NE) 0.023 (0.005, 0.097) <0.0001 

   Interaction        0.9873 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 1 (0.6) NR (NE, NE) 84 47 (56.0) 1.4 (0.6, 3.1) 0.006 (0.001, 0.044) <0.0001 

   Third 34 1 (2.9) NR (NE, NE) 14 4 (28.6) 5.1 (1.0, NE) 0.067 (0.007, 0.613) 0.0017 

   Interaction        0.0822 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 1 (3.1) NR (NE, NE) 8 7 (87.5) 1.9 (0.3, 3.1) 0.022 (0.003, 0.183) <0.0001 

   Metastatic 181 1 (0.6) NR (NE, NE) 90 44 (48.9) 2.0 (0.9, NE) 0.007 (0.001, 0.053) <0.0001 

   Interaction        0.3784 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 3 (37.5) NR (0.3, NE) 0.000 (0.000, NE) 0.0146 

   No 200 2 (1.0) NR (NE, NE) 90 48 (53.3) 1.6 (0.7, 5.1) 0.011 (0.003, 0.046) <0.0001 

   Interaction        0.9913 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 7 (46.7) 0.6 (0.4, NE) 0.000 (0.000, NE) <0.0001 

   No 187 2 (1.1) NR (NE, NE) 83 44 (53.0) 2.0 (1.0, 5.1) 0.012 (0.003, 0.049) <0.0001 

   Interaction        0.9869 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 6 (4.2) NR (NE, NE) 62 27 (43.5) 7.2 (1.5, NE) 0.067 (0.027, 0.163) <0.0001 

   Age >= 65 Years 70 8 (11.4) NR (NE, NE) 36 17 (47.2) 2.6 (0.3, NE) 0.163 (0.070, 0.382) <0.0001 

   Interaction        0.2224 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 12 (7.2) NR (NE, NE) 71 33 (46.5) 4.6 (1.6, NE) 0.096 (0.049, 0.191) <0.0001 

   Female 47 2 (4.3) NR (NE, NE) 27 11 (40.7) NR (0.3, NE) 0.078 (0.017, 0.352) <0.0001 

   Interaction        0.6854 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 12 (7.2) NR (NE, NE) 84 37 (44.0) 4.6 (1.6, NE) 0.106 (0.054, 0.205) <0.0001 

   White 38 1 (2.6) NR (NE, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.038 (0.005, 0.317) <0.0001 

   Other 8 1 (12.5) NR (1.4, NE) 2 1 (50.0) NR (0.3, NE) 0.177 (0.011, 2.947) 0.1757 

   Interaction        0.5135 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 12 (7.2) NR (NE, NE) 84 37 (44.0) 4.6 (1.6, NE) 0.106 (0.054, 0.205) <0.0001 

   Europe 32 1 (3.1) NR (NE, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.046 (0.005, 0.381) <0.0001 

   Other 14 1 (7.1) NR (NE, NE) 2 1 (50.0) NR (0.3, NE) 0.101 (0.006, 1.684) 0.0510 

   Interaction        0.6826 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) NR (NE, NE) 16 6 (37.5) NR (0.4, NE) 0.127 (0.032, 0.511) 0.0006 

   1 163 11 (6.7) NR (NE, NE) 82 38 (46.3) 4.6 (1.5, NE) 0.090 (0.045, 0.180) <0.0001 

   Interaction        0.7287 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 11 (7.2) NR (NE, NE) 61 32 (52.5) 2.6 (1.0, 7.2) 0.077 (0.038, 0.160) <0.0001 

   Never 60 3 (5.0) NR (NE, NE) 37 12 (32.4) NR (1.0, NE) 0.121 (0.034, 0.430) 0.0001 

   Interaction        0.6698 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 10 (8.0) NR (NE, NE) 59 22 (37.3) NR (2.3, NE) 0.159 (0.075, 0.336) <0.0001 

   Squamous 88 4 (4.5) NR (NE, NE) 39 22 (56.4) 2.0 (0.3, NE) 0.036 (0.010, 0.123) <0.0001 

   Interaction        0.0538 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 10 (7.0) NR (NE, NE) 69 27 (39.1) 7.2 (2.3, NE) 0.128 (0.061, 0.265) <0.0001 

   Unknown 70 4 (5.7) NR (NE, NE) 29 17 (58.6) 1.5 (0.3, NE) 0.044 (0.013, 0.153) <0.0001 

   Interaction        0.1901 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 8 (7.4) NR (NE, NE) 46 19 (41.3) 4.6 (1.0, NE) 0.111 (0.047, 0.260) <0.0001 

   Unknown 105 6 (5.7) NR (NE, NE) 52 25 (48.1) 4.6 (1.0, NE) 0.083 (0.034, 0.204) <0.0001 

   Interaction        0.5785 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 12 (6.7) NR (NE, NE) 84 36 (42.9) 4.6 (2.3, NE) 0.106 (0.055, 0.205) <0.0001 

   Third 34 2 (5.9) NR (NE, NE) 14 8 (57.1) 0.3 (0.3, NE) 0.067 (0.014, 0.321) <0.0001 

   Interaction        0.2648 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) NR (NE, NE) 8 3 (37.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0002 

   Metastatic 181 14 (7.7) NR (NE, NE) 90 41 (45.6) 4.6 (1.6, NE) 0.110 (0.060, 0.204) <0.0001 

   Interaction        0.9837 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 3 (37.5) NR (0.3, NE) 0.162 (0.017, 1.570) 0.0762 

   No 200 13 (6.5) NR (NE, NE) 90 41 (45.6) 4.6 (1.6, NE) 0.092 (0.049, 0.174) <0.0001 

   Interaction        0.6788 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 4 (15.4) NR (10.0, NE) 15 6 (40.0) NR (0.3, NE) 0.220 (0.055, 0.886) 0.0200 

   No 187 10 (5.3) NR (NE, NE) 83 38 (45.8) 4.6 (1.5, NE) 0.078 (0.039, 0.158) <0.0001 

   Interaction        0.0737 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 0 (0.0) NR (NE, NE) 62 11 (17.7) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Age >= 65 Years 70 0 (0.0) NR (NE, NE) 36 5 (13.9) NR (4.5, NE) 0.000 (0.000, NE) 0.0002 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 0 (0.0) NR (NE, NE) 71 13 (18.3) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 0.000 (0.000, NE) 0.0205 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) NR (NE, NE) 84 15 (17.9) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.0752 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) NR (NE, NE) 84 15 (17.9) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.1025 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-ia.rtf 

1578



Protocol BGB-A317-303 Page 18 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   1 163 0 (0.0) NR (NE, NE) 82 16 (19.5) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9977 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) NR (NE, NE) 61 11 (18.0) NR (4.5, NE) 0.000 (0.000, NE) <0.0001 

   Never 60 0 (0.0) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.000 (0.000, NE) 0.0032 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 8 (13.6) -- -- -- 

   Squamous 88 0 (0.0) -- 39 8 (20.5) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 69 9 (13.0) -- -- -- 

   Unknown 70 0 (0.0) -- 29 7 (24.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 8 (17.4) -- -- -- 

   Unknown 105 0 (0.0) -- 52 8 (15.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 4 (28.6) NR (0.3, NE) 0.000 (0.000, NE) 0.0010 

   Interaction        0.9997 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0455 

   Metastatic 181 0 (0.0) NR (NE, NE) 90 15 (16.7) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0516 

   No 200 0 (0.0) NR (NE, NE) 90 14 (15.6) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 2 (13.3) NR (2.3, NE) 0.000 (0.000, NE) 0.0809 

   No 187 0 (0.0) NR (NE, NE) 83 14 (16.9) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 1 (0.7) NR (NE, NE) 62 7 (11.3) NR (NE, NE) 0.050 (0.006, 0.414) 0.0001 

   Age >= 65 Years 70 0 (0.0) NR (NE, NE) 36 10 (27.8) NR (2.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9916 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 1 (0.6) NR (NE, NE) 71 12 (16.9) NR (NE, NE) 0.025 (0.003, 0.200) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 5 (18.5) NR (NE, NE) 0.000 (0.000, NE) 0.0020 

   Interaction        0.9912 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) NR (NE, NE) 84 15 (17.9) NR (NE, NE) 0.026 (0.003, 0.196) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 2 (16.7) NR (0.3, NE) 0.000 (0.000, NE) 0.0110 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) NR (NE, NE) 84 15 (17.9) NR (NE, NE) 0.026 (0.003, 0.196) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 2 (16.7) NR (0.3, NE) 0.000 (0.000, NE) 0.0195 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 0.000 (0.000, NE) 0.0771 

   1 163 1 (0.6) NR (NE, NE) 82 16 (19.5) NR (NE, NE) 0.023 (0.003, 0.175) <0.0001 

   Interaction        0.9919 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 1 (0.7) NR (NE, NE) 61 11 (18.0) NR (NE, NE) 0.023 (0.003, 0.193) <0.0001 

   Never 60 0 (0.0) NR (NE, NE) 37 6 (16.2) NR (NE, NE) 0.000 (0.000, NE) 0.0011 

   Interaction        0.9937 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 9 (15.3) -- -- -- 

   Squamous 88 1 (1.1) -- 39 8 (20.5) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 69 10 (14.5) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 70 1 (1.4) NR (NE, NE) 29 7 (24.1) NR (2.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9929 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) NR (NE, NE) 46 7 (15.2) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 105 1 (1.0) NR (NE, NE) 52 10 (19.2) NR (NE, NE) 0.040 (0.005, 0.313) <0.0001 

   Interaction        0.9916 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 1 (0.6) NR (NE, NE) 84 15 (17.9) NR (NE, NE) 0.025 (0.003, 0.190) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 2 (14.3) NR (NE, NE) 0.000 (0.000, NE) 0.0259 

   Interaction        0.9927 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (1.7, NE) 0.000 (0.000, NE) 0.0418 

   Metastatic 181 1 (0.6) NR (NE, NE) 90 16 (17.8) NR (NE, NE) 0.025 (0.003, 0.188) <0.0001 

   Interaction        0.9932 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.3, NE) 0.000 (0.000, NE) 0.2024 

   No 200 1 (0.5) NR (NE, NE) 90 16 (17.8) NR (NE, NE) 0.021 (0.003, 0.164) <0.0001 

   Interaction        0.9938 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (10.0, NE) 15 1 (6.7) NR (NE, NE) 0.000 (0.000, NE) 0.1880 

   No 187 0 (0.0) NR (NE, NE) 83 16 (19.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9887 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 1 (0.7) NR (NE, NE) 62 14 (22.6) NR (10.2, NE) 0.023 (0.003, 0.176) <0.0001 

   Age >= 65 Years 70 1 (1.4) NR (NE, NE) 36 12 (33.3) NR (2.0, NE) 0.031 (0.004, 0.237) <0.0001 

   Interaction        0.9832 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 0 (0.0) NR (NE, NE) 71 21 (29.6) 10.2 (7.2, NE) 0.000 (0.000, NE) <0.0001 

   Female 47 2 (4.3) NR (NE, NE) 27 5 (18.5) NR (NE, NE) 0.191 (0.037, 0.989) 0.0279 

   Interaction        0.9886 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) NR (NE, NE) 84 20 (23.8) NR (7.2, NE) 0.017 (0.002, 0.126) <0.0001 

   White 38 1 (2.6) NR (NE, NE) 12 5 (41.7) NR (0.3, NE) 0.047 (0.005, 0.409) 0.0001 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.8583 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) NR (NE, NE) 84 20 (23.8) NR (7.2, NE) 0.017 (0.002, 0.126) <0.0001 

   Europe 32 1 (3.1) NR (NE, NE) 12 5 (41.7) NR (0.3, NE) 0.057 (0.007, 0.493) 0.0004 

   Other 14 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0082 

   Interaction        0.8010 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (NE, NE) 16 5 (31.3) NR (0.9, NE) 0.054 (0.006, 0.461) 0.0002 

   1 163 1 (0.6) NR (NE, NE) 82 21 (25.6) 10.2 (7.2, NE) 0.015 (0.002, 0.113) <0.0001 

   Interaction        0.4609 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) NR (NE, NE) 61 21 (34.4) 10.2 (2.7, NE) 0.000 (0.000, NE) <0.0001 

   Never 60 2 (3.3) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.215 (0.042, 1.111) 0.0445 

   Interaction        0.9878 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 2 (1.6) NR (NE, NE) 59 13 (22.0) NR (10.2, NE) 0.056 (0.013, 0.250) <0.0001 

   Squamous 88 0 (0.0) NR (NE, NE) 39 13 (33.3) NR (2.0, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9872 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 2 (1.4) NR (NE, NE) 69 19 (27.5) NR (7.2, NE) 0.037 (0.008, 0.159) <0.0001 

   Unknown 70 0 (0.0) NR (NE, NE) 29 7 (24.1) NR (2.7, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9914 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 2 (1.9) NR (NE, NE) 46 12 (26.1) 10.2 (10.2, NE) 0.040 (0.009, 0.190) <0.0001 

   Unknown 105 0 (0.0) NR (NE, NE) 52 14 (26.9) NR (7.2, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9895 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) NR (NE, NE) 84 22 (26.2) NR (7.2, NE) 0.030 (0.007, 0.129) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 4 (28.6) NR (0.3, NE) 0.000 (0.000, NE) 0.0013 

   Interaction        0.9911 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.4, NE) 0.000 (0.000, NE) 0.0040 

   Metastatic 181 2 (1.1) NR (NE, NE) 90 24 (26.7) NR (7.2, NE) 0.028 (0.007, 0.121) <0.0001 

   Interaction        0.9912 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-ia.rtf 

1611



Protocol BGB-A317-303 Page 51 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0644 

   No 200 2 (1.0) NR (NE, NE) 90 24 (26.7) 10.2 (7.2, NE) 0.025 (0.006, 0.108) <0.0001 

   Interaction        0.9922 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 3 (20.0) NR (0.9, NE) 0.000 (0.000, NE) 0.0158 

   No 187 2 (1.1) NR (NE, NE) 83 23 (27.7) NR (7.2, NE) 0.026 (0.006, 0.113) <0.0001 

   Interaction        0.9930 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 6 (4.2) NR (NE, NE) 62 5 (8.1) NR (NE, NE) 0.452 (0.137, 1.490) 0.1817 

   Age >= 65 Years 70 2 (2.9) NR (NE, NE) 36 4 (11.1) NR (NE, NE) 0.227 (0.041, 1.242) 0.0621 

   Interaction        0.4665 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 7 (4.2) NR (NE, NE) 71 6 (8.5) NR (NE, NE) 0.456 (0.153, 1.361) 0.1495 

   Female 47 1 (2.1) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 0.143 (0.015, 1.399) 0.0539 

   Interaction        0.4448 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 5 (3.0) NR (NE, NE) 84 8 (9.5) NR (NE, NE) 0.283 (0.092, 0.868) 0.0188 

   White 38 3 (7.9) NR (NE, NE) 12 1 (8.3) NR (2.7, NE) 0.868 (0.090, 8.402) 0.9027 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.6250 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 5 (3.0) NR (NE, NE) 84 8 (9.5) NR (NE, NE) 0.283 (0.092, 0.868) 0.0188 

   Europe 32 2 (6.3) NR (NE, NE) 12 1 (8.3) NR (2.7, NE) 0.665 (0.060, 7.380) 0.7383 

   Other 14 1 (7.1) NR (NE, NE) 2 0 (0.0) NR (NE, NE) 11001889.140 (0.000, 

NE) 

0.7055 

   Interaction        0.7455 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 16 3 (18.8) NR (4.1, NE) 0.148 (0.024, 0.908) 0.0178 

   1 163 6 (3.7) NR (NE, NE) 82 6 (7.3) NR (NE, NE) 0.469 (0.151, 1.455) 0.1808 

   Interaction        0.4066 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-ia.rtf 

1618



Protocol BGB-A317-303 Page 58 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 7 (4.6) NR (NE, NE) 61 4 (6.6) NR (NE, NE) 0.604 (0.175, 2.081) 0.4213 

   Never 60 1 (1.7) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.112 (0.013, 0.965) 0.0161 

   Interaction        0.1654 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 5 (4.0) NR (NE, NE) 59 8 (13.6) NR (NE, NE) 0.245 (0.080, 0.753) 0.0081 

   Squamous 88 3 (3.4) NR (NE, NE) 39 1 (2.6) NR (NE, NE) 1.310 (0.136, 12.598) 0.8146 

   Interaction        0.2372 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 6 (4.2) NR (NE, NE) 69 9 (13.0) NR (NE, NE) 0.268 (0.095, 0.758) 0.0080 

   Unknown 70 2 (2.9) NR (NE, NE) 29 0 (0.0) NR (NE, NE) 15727097.819 (0.000, 

NE) 

0.3610 

   Interaction        0.9898 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 4 (3.7) NR (NE, NE) 46 6 (13.0) NR (NE, NE) 0.196 (0.053, 0.729) 0.0075 

   Unknown 105 4 (3.8) NR (NE, NE) 52 3 (5.8) NR (NE, NE) 0.627 (0.140, 2.805) 0.5377 

   Interaction        0.3144 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 7 (3.9) NR (NE, NE) 84 7 (8.3) NR (NE, NE) 0.412 (0.144, 1.182) 0.0895 

   Third 34 1 (2.9) NR (NE, NE) 14 2 (14.3) NR (2.7, NE) 0.170 (0.015, 1.889) 0.1021 

   Interaction        0.5098 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) NR (NE, NE) 8 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Metastatic 181 8 (4.4) NR (NE, NE) 90 9 (10.0) NR (NE, NE) 0.378 (0.145, 0.986) 0.0394 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (1.7, NE) 8 0 (0.0) NR (NE, NE) 49480009.777 (0.000, 

NE) 

0.2978 

   No 200 6 (3.0) NR (NE, NE) 90 9 (10.0) NR (NE, NE) 0.256 (0.091, 0.725) 0.0058 

   Interaction        0.9903 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 3 (11.5) NR (NE, NE) 15 2 (13.3) NR (NE, NE) 0.813 (0.136, 4.876) 0.8206 

   No 187 5 (2.7) NR (NE, NE) 83 7 (8.4) NR (NE, NE) 0.261 (0.082, 0.828) 0.0145 

   Interaction        0.2963 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 11 (7.7) NR (NE, NE) 62 9 (14.5) NR (NE, NE) 0.427 (0.176, 1.038) 0.0529 

   Age >= 65 Years 70 5 (7.1) NR (21.7, NE) 36 7 (19.4) NR (10.0, NE) 0.212 (0.060, 0.745) 0.0083 

   Interaction        0.4571 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 14 (8.4) NR (NE, NE) 71 14 (19.7) 10.0 (6.2, NE) 0.275 (0.126, 0.601) 0.0006 

   Female 47 2 (4.3) NR (NE, NE) 27 2 (7.4) NR (NE, NE) 0.517 (0.073, 3.672) 0.5015 

   Interaction        0.6422 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 14 (8.4) NR (NE, NE) 84 16 (19.0) NR (6.2, NE) 0.316 (0.151, 0.663) 0.0013 

   White 38 2 (5.3) NR (12.5, NE) 12 0 (0.0) NR (NE, NE) 13528974.974 (0.000, 

NE) 

0.5862 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 14 (8.4) NR (NE, NE) 84 16 (19.0) NR (6.2, NE) 0.316 (0.151, 0.663) 0.0013 

   Europe 32 2 (6.3) NR (12.5, NE) 12 0 (0.0) NR (NE, NE) 14728620.286 (0.000, 

NE) 

0.5465 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-ia.rtf 

1630



Protocol BGB-A317-303 Page 70 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 6 (12.0) NR (NE, NE) 16 2 (12.5) NR (NE, NE) 0.676 (0.135, 3.375) 0.6307 

   1 163 10 (6.1) NR (21.7, NE) 82 14 (17.1) NR (10.0, NE) 0.261 (0.112, 0.612) 0.0009 

   Interaction        0.2648 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 12 (7.8) NR (NE, NE) 61 10 (16.4) 10.0 (6.2, NE) 0.285 (0.116, 0.701) 0.0037 

   Never 60 4 (6.7) NR (NE, NE) 37 6 (16.2) NR (NE, NE) 0.365 (0.103, 1.297) 0.1040 

   Interaction        0.9972 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-ia.rtf 

1632



Protocol BGB-A317-303 Page 72 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 7 (5.6) NR (NE, NE) 59 9 (15.3) NR (10.0, NE) 0.293 (0.108, 0.798) 0.0108 

   Squamous 88 9 (10.2) NR (21.7, NE) 39 7 (17.9) NR (4.2, NE) 0.375 (0.134, 1.050) 0.0526 

   Interaction        0.7164 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 8 (5.6) NR (NE, NE) 69 10 (14.5) NR (10.0, NE) 0.291 (0.113, 0.749) 0.0066 

   Unknown 70 8 (11.4) NR (21.7, NE) 29 6 (20.7) NR (4.2, NE) 0.370 (0.122, 1.117) 0.0667 

   Interaction        0.7837 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 6 (5.6) NR (NE, NE) 46 5 (10.9) NR (NE, NE) 0.443 (0.134, 1.464) 0.1695 

   Unknown 105 10 (9.5) NR (21.7, NE) 52 11 (21.2) NR (6.2, NE) 0.326 (0.134, 0.793) 0.0093 

   Interaction        0.8648 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 14 (7.8) NR (NE, NE) 84 14 (16.7) NR (10.0, NE) 0.360 (0.169, 0.763) 0.0055 

   Third 34 2 (5.9) 21.7 (21.7, NE) 14 2 (14.3) NR (1.2, NE) 0.186 (0.017, 2.056) 0.1239 

   Interaction        0.7851 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 1 (3.1) NR (NE, NE) 8 1 (12.5) NR (2.0, NE) 0.195 (0.012, 3.170) 0.2014 

   Metastatic 181 15 (8.3) NR (NE, NE) 90 15 (16.7) NR (10.0, NE) 0.359 (0.171, 0.752) 0.0046 

   Interaction        0.6671 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (1.8, NE) 0.000 (0.000, NE) 0.1757 

   No 200 16 (8.0) NR (NE, NE) 90 15 (16.7) NR (10.0, NE) 0.342 (0.165, 0.710) 0.0026 

   Interaction        0.9897 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (2.6, NE) 15 1 (6.7) NR (NE, NE) 1.302 (0.118, 14.387) 0.8291 

   No 187 14 (7.5) NR (NE, NE) 83 15 (18.1) NR (10.0, NE) 0.287 (0.135, 0.612) 0.0006 

   Interaction        0.3141 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 2 (1.4) -- 62 3 (4.8) -- -- -- 

   Age >= 65 Years 70 0 (0.0) -- 36 3 (8.3) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 2 (1.2) -- 71 5 (7.0) -- -- -- 

   Female 47 0 (0.0) -- 27 1 (3.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 2 (1.2) -- 84 6 (7.1) -- -- -- 

   White 38 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 8 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 2 (1.2) -- 84 6 (7.1) -- -- -- 

   Europe 32 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 14 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 1 (6.3) -- -- -- 

   1 163 2 (1.2) -- 82 5 (6.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) -- 61 2 (3.3) -- -- -- 

   Never 60 0 (0.0) -- 37 4 (10.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 5 (8.5) -- -- -- 

   Squamous 88 2 (2.3) -- 39 1 (2.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 69 5 (7.2) -- -- -- 

   Unknown 70 2 (2.9) -- 29 1 (3.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 2 (4.3) -- -- -- 

   Unknown 105 2 (1.9) -- 52 4 (7.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) -- 84 5 (6.0) -- -- -- 

   Third 34 0 (0.0) -- 14 1 (7.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) -- 8 1 (12.5) -- -- -- 

   Metastatic 181 2 (1.1) -- 90 5 (5.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 0 (0.0) -- -- -- 

   No 200 2 (1.0) -- 90 6 (6.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) -- 15 1 (6.7) -- -- -- 

   No 187 1 (0.5) -- 83 5 (6.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-ia.rtf 

1652



Protocol BGB-A317-303 Page 92 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 8 (5.6) NR (NE, NE) 62 19 (30.6) NR (5.4, NE) 0.135 (0.059, 0.311) <0.0001 

   Age >= 65 Years 70 4 (5.7) NR (NE, NE) 36 17 (47.2) NR (0.4, NE) 0.091 (0.030, 0.270) <0.0001 

   Interaction        0.4618 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 10 (6.0) NR (NE, NE) 71 28 (39.4) NR (3.2, NE) 0.110 (0.053, 0.228) <0.0001 

   Female 47 2 (4.3) NR (NE, NE) 27 8 (29.6) NR (1.1, NE) 0.111 (0.023, 0.526) 0.0009 

   Interaction        0.9610 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 11 (6.6) NR (NE, NE) 84 35 (41.7) NR (1.1, NE) 0.111 (0.056, 0.220) <0.0001 

   White 38 1 (2.6) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.306 (0.019, 4.900) 0.3757 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.8147 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 11 (6.6) NR (NE, NE) 84 35 (41.7) NR (1.1, NE) 0.111 (0.056, 0.220) <0.0001 

   Europe 32 1 (3.1) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.365 (0.023, 5.833) 0.4571 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.7488 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 16 9 (56.3) 0.6 (0.3, NE) 0.043 (0.009, 0.205) <0.0001 

   1 163 10 (6.1) NR (NE, NE) 82 27 (32.9) NR (5.4, NE) 0.142 (0.068, 0.294) <0.0001 

   Interaction        0.1459 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 7 (4.6) NR (NE, NE) 61 23 (37.7) NR (3.2, NE) 0.086 (0.037, 0.204) <0.0001 

   Never 60 5 (8.3) NR (NE, NE) 37 13 (35.1) NR (1.0, NE) 0.179 (0.064, 0.505) 0.0003 

   Interaction        0.3502 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 6 (4.8) NR (NE, NE) 59 19 (32.2) NR (NE, NE) 0.118 (0.047, 0.297) <0.0001 

   Squamous 88 6 (6.8) NR (NE, NE) 39 17 (43.6) 5.4 (0.7, NE) 0.090 (0.033, 0.248) <0.0001 

   Interaction        0.9741 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 6 (4.2) NR (NE, NE) 69 22 (31.9) NR (NE, NE) 0.104 (0.042, 0.258) <0.0001 

   Unknown 70 6 (8.6) NR (NE, NE) 29 14 (48.3) 5.4 (0.3, NE) 0.102 (0.036, 0.286) <0.0001 

   Interaction        0.7607 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 4 (3.7) NR (NE, NE) 46 15 (32.6) NR (3.2, NE) 0.082 (0.027, 0.250) <0.0001 

   Unknown 105 8 (7.6) NR (NE, NE) 52 21 (40.4) NR (1.0, NE) 0.143 (0.063, 0.323) <0.0001 

   Interaction        0.4208 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-ia.rtf 

1661



Protocol BGB-A317-303 Page 101 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 11 (6.1) NR (NE, NE) 84 31 (36.9) NR (3.2, NE) 0.124 (0.062, 0.248) <0.0001 

   Third 34 1 (2.9) NR (NE, NE) 14 5 (35.7) NR (0.3, NE) 0.065 (0.008, 0.558) 0.0009 

   Interaction        0.4704 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 1 (3.1) NR (NE, NE) 8 3 (37.5) NR (0.2, NE) 0.062 (0.006, 0.606) 0.0016 

   Metastatic 181 11 (6.1) NR (NE, NE) 90 33 (36.7) NR (5.4, NE) 0.124 (0.063, 0.247) <0.0001 

   Interaction        0.5069 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.480 (0.067, 3.438) 0.4552 

   No 200 10 (5.0) NR (NE, NE) 90 34 (37.8) NR (3.2, NE) 0.097 (0.048, 0.197) <0.0001 

   Interaction        0.1123 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 7 (26.9) NR (10.0, NE) 15 8 (53.3) 1.1 (0.3, NE) 0.277 (0.095, 0.806) 0.0123 

   No 187 5 (2.7) NR (NE, NE) 83 28 (33.7) NR (5.4, NE) 0.060 (0.023, 0.156) <0.0001 

   Interaction        0.0155 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 1 (0.7) NR (NE, NE) 62 16 (25.8) NR (5.4, NE) 0.020 (0.003, 0.153) <0.0001 

   Age >= 65 Years 70 1 (1.4) NR (NE, NE) 36 12 (33.3) NR (1.7, NE) 0.035 (0.005, 0.270) <0.0001 

   Interaction        0.7626 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 2 (1.2) NR (NE, NE) 71 22 (31.0) NR (5.4, NE) 0.028 (0.007, 0.120) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 6 (22.2) NR (NE, NE) 0.000 (0.000, NE) 0.0005 

   Interaction        0.9898 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 2 (1.2) NR (NE, NE) 84 28 (33.3) NR (5.4, NE) 0.026 (0.006, 0.110) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 2 (1.2) NR (NE, NE) 84 28 (33.3) NR (5.4, NE) 0.026 (0.006, 0.110) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-ia.rtf 

1669



Protocol BGB-A317-303 Page 109 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 9 (56.3) 0.6 (0.3, NE) 0.000 (0.000, NE) <0.0001 

   1 163 2 (1.2) NR (NE, NE) 82 19 (23.2) NR (NE, NE) 0.040 (0.009, 0.173) <0.0001 

   Interaction        0.9870 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 1 (0.7) NR (NE, NE) 61 17 (27.9) NR (5.4, NE) 0.016 (0.002, 0.123) <0.0001 

   Never 60 1 (1.7) NR (NE, NE) 37 11 (29.7) NR (NE, NE) 0.045 (0.006, 0.352) <0.0001 

   Interaction        0.5687 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) NR (NE, NE) 59 15 (25.4) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Squamous 88 2 (2.3) NR (NE, NE) 39 13 (33.3) 5.4 (3.2, NE) 0.023 (0.003, 0.181) <0.0001 

   Interaction        0.9888 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 69 18 (26.1) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 70 2 (2.9) NR (NE, NE) 29 10 (34.5) NR (1.1, NE) 0.030 (0.004, 0.237) <0.0001 

   Interaction        0.9880 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) NR (NE, NE) 46 12 (26.1) NR (3.2, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 105 2 (1.9) NR (NE, NE) 52 16 (30.8) NR (5.4, NE) 0.049 (0.011, 0.215) <0.0001 

   Interaction        0.9888 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) NR (NE, NE) 84 26 (31.0) NR (5.4, NE) 0.027 (0.006, 0.115) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 2 (14.3) NR (NE, NE) 0.000 (0.000, NE) 0.0248 

   Interaction        0.9892 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0042 

   Metastatic 181 2 (1.1) NR (NE, NE) 90 26 (28.9) NR (5.4, NE) 0.029 (0.007, 0.123) <0.0001 

   Interaction        0.9907 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0623 

   No 200 2 (1.0) NR (NE, NE) 90 26 (28.9) NR (NE, NE) 0.026 (0.006, 0.110) <0.0001 

   Interaction        0.9916 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (10.0, NE) 15 7 (46.7) NR (0.3, NE) 0.000 (0.000, NE) <0.0001 

   No 187 1 (0.5) NR (NE, NE) 83 21 (25.3) NR (NE, NE) 0.017 (0.002, 0.127) <0.0001 

   Interaction        0.4121 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 0 (0.0) NR (NE, NE) 62 13 (21.0) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Age >= 65 Years 70 1 (1.4) NR (NE, NE) 36 12 (33.3) NR (2.6, NE) 0.035 (0.005, 0.271) <0.0001 

   Interaction        0.9916 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 1 (0.6) NR (NE, NE) 71 20 (28.2) NR (5.4, NE) 0.017 (0.002, 0.127) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 5 (18.5) NR (NE, NE) 0.000 (0.000, NE) 0.0020 

   Interaction        0.9914 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) NR (NE, NE) 84 24 (28.6) NR (5.4, NE) 0.017 (0.002, 0.123) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.0752 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) NR (NE, NE) 84 24 (28.6) NR (5.4, NE) 0.017 (0.002, 0.123) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.1025 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 6 (37.5) NR (0.3, NE) 0.000 (0.000, NE) <0.0001 

   1 163 1 (0.6) NR (NE, NE) 82 19 (23.2) NR (NE, NE) 0.022 (0.003, 0.163) <0.0001 

   Interaction        0.9899 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) NR (NE, NE) 61 16 (26.2) NR (5.4, NE) 0.000 (0.000, NE) <0.0001 

   Never 60 1 (1.7) NR (NE, NE) 37 9 (24.3) NR (NE, NE) 0.058 (0.007, 0.460) 0.0002 

   Interaction        0.9875 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) NR (NE, NE) 59 15 (25.4) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Squamous 88 1 (1.1) NR (NE, NE) 39 10 (25.6) NR (5.4, NE) 0.033 (0.004, 0.262) <0.0001 

   Interaction        0.9890 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 69 16 (23.2) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 70 1 (1.4) NR (NE, NE) 29 9 (31.0) NR (2.6, NE) 0.034 (0.004, 0.268) <0.0001 

   Interaction        0.9892 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) NR (NE, NE) 46 11 (23.9) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 105 1 (1.0) NR (NE, NE) 52 14 (26.9) NR (NE, NE) 0.030 (0.004, 0.231) <0.0001 

   Interaction        0.9899 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 1 (0.6) NR (NE, NE) 84 20 (23.8) NR (NE, NE) 0.020 (0.003, 0.146) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 5 (35.7) NR (0.3, NE) 0.000 (0.000, NE) 0.0001 

   Interaction        0.9900 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) NR (NE, NE) 8 3 (37.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0003 

   Metastatic 181 1 (0.6) NR (NE, NE) 90 22 (24.4) NR (NE, NE) 0.019 (0.002, 0.138) <0.0001 

   Interaction        0.9892 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0575 

   No 200 1 (0.5) NR (NE, NE) 90 23 (25.6) NR (NE, NE) 0.016 (0.002, 0.120) <0.0001 

   Interaction        0.9924 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 7 (46.7) 2.3 (0.3, NE) 0.000 (0.000, NE) 0.0001 

   No 187 1 (0.5) NR (NE, NE) 83 18 (21.7) NR (NE, NE) 0.021 (0.003, 0.155) <0.0001 

   Interaction        0.9921 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-ia.rtf 

1691



Protocol BGB-A317-303 Page 131 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 3 (2.1) NR (NE, NE) 62 8 (12.9) NR (NE, NE) 0.139 (0.037, 0.525) 0.0007 

   Age >= 65 Years 70 8 (11.4) NR (NE, NE) 36 5 (13.9) NR (NE, NE) 0.754 (0.244, 2.325) 0.6224 

   Interaction        0.0626 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 10 (6.0) NR (NE, NE) 71 11 (15.5) NR (NE, NE) 0.338 (0.142, 0.800) 0.0098 

   Female 47 1 (2.1) NR (NE, NE) 27 2 (7.4) NR (NE, NE) 0.240 (0.022, 2.685) 0.2094 

   Interaction        0.8250 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 8 (4.8) NR (NE, NE) 84 13 (15.5) NR (NE, NE) 0.265 (0.109, 0.644) 0.0017 

   White 38 2 (5.3) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 13946300.479 (0.000, 

NE) 

0.4237 

   Other 8 1 (12.5) NR (3.9, NE) 2 0 (0.0) NR (NE, NE) 32376985.043 (0.000, 

NE) 

0.6547 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 8 (4.8) NR (NE, NE) 84 13 (15.5) NR (NE, NE) 0.265 (0.109, 0.644) 0.0017 

   Europe 32 2 (6.3) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 15049388.938 (0.000, 

NE) 

0.3827 

   Other 14 1 (7.1) NR (3.9, NE) 2 0 (0.0) NR (NE, NE) 10344148.665 (0.000, 

NE) 

0.7518 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 16 4 (25.0) NR (1.4, NE) 0.145 (0.027, 0.793) 0.0096 

   1 163 9 (5.5) NR (NE, NE) 82 9 (11.0) NR (NE, NE) 0.434 (0.171, 1.101) 0.0710 

   Interaction        0.2060 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 10 (6.5) NR (NE, NE) 61 8 (13.1) NR (NE, NE) 0.424 (0.165, 1.085) 0.0655 

   Never 60 1 (1.7) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.115 (0.013, 0.983) 0.0174 

   Interaction        0.2296 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 6 (4.8) NR (NE, NE) 59 6 (10.2) NR (NE, NE) 0.417 (0.134, 1.294) 0.1186 

   Squamous 88 5 (5.7) NR (NE, NE) 39 7 (17.9) NR (NE, NE) 0.288 (0.091, 0.910) 0.0239 

   Interaction        0.5694 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 6 (4.2) NR (NE, NE) 69 7 (10.1) NR (NE, NE) 0.358 (0.120, 1.070) 0.0554 

   Unknown 70 5 (7.1) NR (NE, NE) 29 6 (20.7) NR (2.9, NE) 0.314 (0.095, 1.036) 0.0448 

   Interaction        0.8006 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 6 (5.6) NR (NE, NE) 46 5 (10.9) NR (NE, NE) 0.410 (0.122, 1.376) 0.1363 

   Unknown 105 5 (4.8) NR (NE, NE) 52 8 (15.4) NR (NE, NE) 0.285 (0.093, 0.873) 0.0190 

   Interaction        0.6376 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 10 (5.6) NR (NE, NE) 84 13 (15.5) NR (NE, NE) 0.329 (0.144, 0.750) 0.0055 

   Third 34 1 (2.9) NR (10.7, NE) 14 0 (0.0) NR (NE, NE) 10512739.005 (0.000, 

NE) 

0.7389 

   Interaction        0.9911 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 1 (3.1) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12737130.096 (0.000, 

NE) 

0.6171 

   Metastatic 181 10 (5.5) NR (NE, NE) 90 13 (14.4) NR (NE, NE) 0.332 (0.145, 0.761) 0.0062 

   Interaction        0.9888 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (1.0, NE) 0.585 (0.037, 9.381) 0.7018 

   No 200 10 (5.0) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.325 (0.140, 0.757) 0.0061 

   Interaction        0.7171 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 3 (11.5) NR (3.9, NE) 15 3 (20.0) NR (2.1, NE) 0.582 (0.117, 2.901) 0.5043 

   No 187 8 (4.3) NR (NE, NE) 83 10 (12.0) NR (NE, NE) 0.314 (0.123, 0.799) 0.0103 

   Interaction        0.5827 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 1 (0.7) -- 62 3 (4.8) -- -- -- 

   Age >= 65 Years 70 1 (1.4) -- 36 3 (8.3) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 1 (0.6) -- 71 5 (7.0) -- -- -- 

   Female 47 1 (2.1) -- 27 1 (3.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) -- 84 6 (7.1) -- -- -- 

   White 38 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 8 1 (12.5) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) -- 84 6 (7.1) -- -- -- 

   Europe 32 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 14 1 (7.1) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 2 (12.5) -- -- -- 

   1 163 2 (1.2) -- 82 4 (4.9) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) -- 61 3 (4.9) -- -- -- 

   Never 60 0 (0.0) -- 37 3 (8.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 1 (0.8) -- 59 5 (8.5) -- -- -- 

   Squamous 88 1 (1.1) -- 39 1 (2.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 1 (0.7) -- 69 6 (8.7) -- -- -- 

   Unknown 70 1 (1.4) -- 29 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 4 (8.7) -- -- -- 

   Unknown 105 2 (1.9) -- 52 2 (3.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-ia.rtf 

1713



Protocol BGB-A317-303 Page 153 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) -- 84 6 (7.1) -- -- -- 

   Third 34 0 (0.0) -- 14 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) -- 8 0 (0.0) -- -- -- 

   Metastatic 181 2 (1.1) -- 90 6 (6.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 1 (12.5) -- -- -- 

   No 200 2 (1.0) -- 90 5 (5.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) -- 15 2 (13.3) -- -- -- 

   No 187 0 (0.0) -- 83 4 (4.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 3 (2.1) NR (NE, NE) 62 8 (12.9) NR (NE, NE) 0.147 (0.039, 0.556) 0.0012 

   Age >= 65 Years 70 1 (1.4) NR (NE, NE) 36 4 (11.1) NR (NE, NE) 0.114 (0.013, 1.024) 0.0196 

   Interaction        0.8782 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 4 (2.4) NR (NE, NE) 71 9 (12.7) NR (NE, NE) 0.169 (0.052, 0.550) 0.0008 

   Female 47 0 (0.0) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 0.000 (0.000, NE) 0.0205 

   Interaction        0.9924 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 3 (1.8) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.121 (0.034, 0.436) 0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.0752 

   Other 8 1 (12.5) NR (1.4, NE) 2 0 (0.0) NR (NE, NE) 12737130.130 (0.000, 

NE) 

0.6171 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 3 (1.8) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.121 (0.034, 0.436) 0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.1025 

   Other 14 1 (7.1) NR (NE, NE) 2 0 (0.0) NR (NE, NE) 11001889.140 (0.000, 

NE) 

0.7055 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 0.323 (0.020, 5.165) 0.3997 

   1 163 3 (1.8) NR (NE, NE) 82 11 (13.4) NR (NE, NE) 0.122 (0.034, 0.440) 0.0001 

   Interaction        0.5602 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 3 (2.0) NR (NE, NE) 61 7 (11.5) NR (NE, NE) 0.149 (0.038, 0.579) 0.0015 

   Never 60 1 (1.7) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.113 (0.013, 0.969) 0.0175 

   Interaction        0.7979 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 3 (2.4) -- 59 6 (10.2) -- -- -- 

   Squamous 88 1 (1.1) -- 39 6 (15.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 3 (2.1) -- 69 6 (8.7) -- -- -- 

   Unknown 70 1 (1.4) -- 29 6 (20.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) NR (NE, NE) 46 4 (8.7) NR (NE, NE) 0.000 (0.000, NE) 0.0013 

   Unknown 105 4 (3.8) NR (NE, NE) 52 8 (15.4) NR (NE, NE) 0.222 (0.067, 0.739) 0.0076 

   Interaction        0.9902 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) NR (NE, NE) 84 9 (10.7) NR (NE, NE) 0.094 (0.020, 0.436) 0.0002 

   Third 34 2 (5.9) NR (NE, NE) 14 3 (21.4) NR (0.3, NE) 0.242 (0.040, 1.448) 0.0941 

   Interaction        0.4807 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0455 

   Metastatic 181 4 (2.2) NR (NE, NE) 90 11 (12.2) NR (NE, NE) 0.162 (0.052, 0.510) 0.0004 

   Interaction        0.9901 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0516 

   No 200 4 (2.0) NR (NE, NE) 90 10 (11.1) NR (NE, NE) 0.163 (0.051, 0.521) 0.0005 

   Interaction        0.9902 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (NE, NE) 15 2 (13.3) NR (NE, NE) 0.250 (0.023, 2.779) 0.2281 

   No 187 3 (1.6) NR (NE, NE) 83 10 (12.0) NR (NE, NE) 0.119 (0.033, 0.434) 0.0001 

   Interaction        0.5657 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 0 (0.0) -- 62 5 (8.1) -- -- -- 

   Age >= 65 Years 70 0 (0.0) -- 36 2 (5.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-04-01-01-s-aesocpt-sub-ser-ia.rtf 

1731



Protocol BGB-A317-303 Page 15 of 52 
 

Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 0 (0.0) -- 71 5 (7.0) -- -- -- 

   Female 47 0 (0.0) -- 27 2 (7.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) -- 84 6 (7.1) -- -- -- 

   White 38 0 (0.0) -- 12 1 (8.3) -- -- -- 

   Other 8 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) -- 84 6 (7.1) -- -- -- 

   Europe 32 0 (0.0) -- 12 1 (8.3) -- -- -- 

   Other 14 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 0 (0.0) -- -- -- 

   1 163 0 (0.0) -- 82 7 (8.5) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) -- 61 5 (8.2) -- -- -- 

   Never 60 0 (0.0) -- 37 2 (5.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 3 (5.1) -- -- -- 

   Squamous 88 0 (0.0) -- 39 4 (10.3) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 69 3 (4.3) -- -- -- 

   Unknown 70 0 (0.0) -- 29 4 (13.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 4 (8.7) -- -- -- 

   Unknown 105 0 (0.0) -- 52 3 (5.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) -- 84 5 (6.0) -- -- -- 

   Third 34 0 (0.0) -- 14 2 (14.3) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-04-01-01-s-aesocpt-sub-ser-ia.rtf 

1740



Protocol BGB-A317-303 Page 24 of 52 
 

Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) -- 8 1 (12.5) -- -- -- 

   Metastatic 181 0 (0.0) -- 90 6 (6.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 1 (12.5) -- -- -- 

   No 200 0 (0.0) -- 90 6 (6.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 1 (6.7) -- -- -- 

   No 187 0 (0.0) -- 83 6 (7.2) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 0 (0.0) -- 62 2 (3.2) -- -- -- 

   Age >= 65 Years 70 0 (0.0) -- 36 3 (8.3) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-04-01-01-s-aesocpt-sub-ser-ia.rtf 

1744



Protocol BGB-A317-303 Page 28 of 52 
 

Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 0 (0.0) -- 71 5 (7.0) -- -- -- 

   Female 47 0 (0.0) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) -- 84 5 (6.0) -- -- -- 

   White 38 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 8 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) -- 84 5 (6.0) -- -- -- 

   Europe 32 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 14 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 1 (6.3) -- -- -- 

   1 163 0 (0.0) -- 82 4 (4.9) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) -- 61 3 (4.9) -- -- -- 

   Never 60 0 (0.0) -- 37 2 (5.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 2 (3.4) -- -- -- 

   Squamous 88 0 (0.0) -- 39 3 (7.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 69 2 (2.9) -- -- -- 

   Unknown 70 0 (0.0) -- 29 3 (10.3) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 0 (0.0) -- -- -- 

   Unknown 105 0 (0.0) -- 52 5 (9.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  27AUG2024 02:42  t-14-03-01-02-04-01-01-s-aesocpt-sub-ser-ia.rtf 

1752



Protocol BGB-A317-303 Page 36 of 52 
 

Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) -- 84 4 (4.8) -- -- -- 

   Third 34 0 (0.0) -- 14 1 (7.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 0 (0.0) -- 8 0 (0.0) -- -- -- 

   Metastatic 181 0 (0.0) -- 90 5 (5.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 1 (12.5) -- -- -- 

   No 200 0 (0.0) -- 90 4 (4.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 1 (6.7) -- -- -- 

   No 187 0 (0.0) -- 83 4 (4.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 19 (13.3) NR (NE, NE) 62 2 (3.2) NR (NE, NE) 3.604 (0.838, 15.501) 0.0654 

   Age >= 65 Years 70 9 (12.9) NR (NE, NE) 36 2 (5.6) NR (NE, NE) 1.956 (0.418, 9.160) 0.3856 

   Interaction        0.5299 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 26 (15.7) NR (NE, NE) 71 4 (5.6) NR (NE, NE) 2.346 (0.815, 6.753) 0.1038 

   Female 47 2 (4.3) NR (NE, NE) 27 0 (0.0) NR (NE, NE) 17186550.084 (0.000, 

NE) 

0.3262 

   Interaction        0.9911 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 24 (14.4) NR (NE, NE) 84 4 (4.8) NR (NE, NE) 2.550 (0.880, 7.387) 0.0739 

   White 38 3 (7.9) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 14351997.519 (0.000, 

NE) 

0.3111 

   Other 8 1 (12.5) NR (4.0, NE) 2 0 (0.0) NR (NE, NE) 32376985.043 (0.000, 

NE) 

0.6547 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 24 (14.4) NR (NE, NE) 84 4 (4.8) NR (NE, NE) 2.550 (0.880, 7.387) 0.0739 

   Europe 32 1 (3.1) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 14936843.582 (0.000, 

NE) 

0.5403 

   Other 14 3 (21.4) NR (4.0, NE) 2 0 (0.0) NR (NE, NE) 10925622.511 (0.000, 

NE) 

0.5231 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 5 (10.0) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 1.387 (0.161, 11.944) 0.7644 

   1 163 23 (14.1) NR (NE, NE) 82 3 (3.7) NR (NE, NE) 3.279 (0.980, 10.966) 0.0412 

   Interaction        0.4561 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 24 (15.7) NR (NE, NE) 61 3 (4.9) NR (NE, NE) 2.650 (0.794, 8.846) 0.0997 

   Never 60 4 (6.7) NR (NE, NE) 37 1 (2.7) NR (NE, NE) 2.380 (0.266, 21.301) 0.4238 

   Interaction        0.8599 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 15 (12.0) NR (NE, NE) 59 2 (3.4) NR (NE, NE) 3.235 (0.739, 14.172) 0.0993 

   Squamous 88 13 (14.8) NR (16.4, NE) 39 2 (5.1) NR (NE, NE) 2.159 (0.480, 9.715) 0.3043 

   Interaction        0.7625 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 16 (11.2) NR (NE, NE) 69 2 (2.9) NR (NE, NE) 3.458 (0.793, 15.069) 0.0785 

   Unknown 70 12 (17.1) NR (16.4, NE) 29 2 (6.9) NR (NE, NE) 1.886 (0.415, 8.571) 0.4046 

   Interaction        0.6171 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 11 (10.2) NR (NE, NE) 46 1 (2.2) NR (NE, NE) 4.039 (0.518, 31.515) 0.1494 

   Unknown 105 17 (16.2) NR (16.4, NE) 52 3 (5.8) NR (NE, NE) 2.549 (0.746, 8.708) 0.1219 

   Interaction        0.7740 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 24 (13.4) NR (NE, NE) 84 3 (3.6) NR (NE, NE) 3.333 (1.002, 11.091) 0.0373 

   Third 34 4 (11.8) NR (16.4, NE) 14 1 (7.1) NR (NE, NE) 1.199 (0.125, 11.527) 0.8751 

   Interaction        0.4363 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 32 4 (12.5) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12817968.168 (0.000, 

NE) 

0.3128 

   Metastatic 181 24 (13.3) NR (NE, NE) 90 4 (4.4) NR (NE, NE) 2.545 (0.879, 7.368) 0.0744 

   Interaction        0.9914 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (1.1, NE) 0.589 (0.037, 9.439) 0.7053 

   No 200 27 (13.5) NR (NE, NE) 90 3 (3.3) NR (NE, NE) 3.478 (1.052, 11.502) 0.0296 

   Interaction        0.2116 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (4.0, NE) 15 0 (0.0) NR (NE, NE) 54210260.900 (0.000, 

NE) 

0.2674 

   No 187 26 (13.9) NR (NE, NE) 83 4 (4.8) NR (NE, NE) 2.442 (0.849, 7.028) 0.0873 

   Interaction        0.9895 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

ALK rearrangement at baseline: Wild type

Any TEAE: SOC - Blood and lymphatic system disorders
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T islelizumab: n = 108, events = 29, Median: NR, 95% CI: NE - NE

Docetaxel: n = 46, events = 35, Median: 0.6, 95% CI: 0.3 - 1.0

HR (95% CI): 0.174 (0.105, 0.290)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

ALK rearrangement at baseline: Unknown
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T islelizumab: n = 105, events = 40, Median: 13.4, 95% CI: 5.7 - NE

Docetaxel: n = 52, events = 33, Median: 1.0, 95% CI: 0.3 - 2.2

HR (95% CI): 0.363 (0.227, 0.579)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Sex: Male

Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia
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T islelizumab: n = 166, events = 1, Median: NR, 95% CI: NE - NE

Docetaxel: n = 71, events = 23, Median: NR, 95% CI: 2.7 - NE

HR (95% CI): 0.014 (0.002, 0.105)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Sex: Female

Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia
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T islelizumab: n = 47, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 27, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.247 (0.062, 0.992)

Log-rank test p-value: 0.0330

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Smoking Status: Current or Former
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T islelizumab: n = 153, events = 1, Median: NR, 95% CI: NE - NE

Docetaxel: n = 61, events = 23, Median: NR, 95% CI: 2.0 - NE

HR (95% CI): 0.013 (0.002, 0.093)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Smoking Status: Never
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T islelizumab: n = 60, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 37, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.279 (0.070, 1.117)

Log-rank test p-value: 0.0545

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

ALK rearrangement at baseline: Wild type

Any TEAE: SOC - Gastrointestinal disorders
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T islelizumab: n = 108, events = 35, Median: NR, 95% CI: 7.4 - NE

Docetaxel: n = 46, events = 28, Median: 1.0, 95% CI: 0.4 - NE

HR (95% CI): 0.314 (0.187, 0.526)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

ALK rearrangement at baseline: Unknown

Any TEAE: SOC - Gastrointestinal disorders
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T islelizumab: n = 105, events = 42, Median: 14.4, 95% CI: 4.6 - 18.8

Docetaxel: n = 52, events = 23, Median: 4.5, 95% CI: 1.5 - NE

HR (95% CI): 0.740 (0.444, 1.232)

Log-rank test p-value: 0.2450

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Disease Stage: Locally advanced

Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea
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T islelizumab: n = 32, events = 1, Median: NR, 95% CI: NE - NE

Docetaxel: n = 8, events = 3, Median: NR, 95% CI: 0.1 - NE

HR (95% CI): 0.067 (0.007, 0.651)

Log-rank test p-value: 0.0020

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Disease Stage: Metastatic

Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea
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T islelizumab: n = 181, events = 18, Median: NR, 95% CI: NE - NE

Docetaxel: n = 90, events = 11, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.630 (0.294, 1.346)

Log-rank test p-value: 0.2295

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Age: Age < 65 Years

Any TEAE: SOC - General disorders and administration site conditions
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T islelizumab: n = 143, events = 69, Median: 5.5, 95% CI: 4.4 - 10.0

Docetaxel: n = 62, events = 31, Median: 4.1, 95% CI: 1.3 - NE

HR (95% CI): 0.770 (0.502, 1.181)

Log-rank test p-value: 0.2304

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Age: Age >= 65 Years

Any TEAE: SOC - General disorders and administration site conditions
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T islelizumab: n = 70, events = 25, Median: NR, 95% CI: 5.1 - NE

Docetaxel: n = 36, events = 21, Median: 1.8, 95% CI: 0.6 - NE

HR (95% CI): 0.375 (0.206, 0.683)

Log-rank test p-value: 0.0009

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

ALK rearrangement at baseline: Wild type

Any TEAE: SOC - Nervous system disorders
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T islelizumab: n = 108, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 46, events = 11, Median: 4.7, 95% CI: 4.2 - NE

HR (95% CI): 0.203 (0.081, 0.511)

Log-rank test p-value: 0.0002

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

ALK rearrangement at baseline: Unknown

Any TEAE: SOC - Nervous system disorders
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T islelizumab: n = 105, events = 17, Median: NR, 95% CI: 15.5 - NE

Docetaxel: n = 52, events = 10, Median: NR, 95% CI: 6.7 - NE

HR (95% CI): 0.656 (0.298, 1.442)

Log-rank test p-value: 0.2900

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Brain metastases at baseline: Yes

Any TEAE: SOC - Nervous system disorders
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T islelizumab: n = 13, events = 6, Median: 4.0, 95% CI: 1.2 - NE

Docetaxel: n = 8, events = 2, Median: 6.2, 95% CI: 0.3 - NE

HR (95% CI): 3.617 (0.435, 30.110)

Log-rank test p-value: 0.1986

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Brain metastases at baseline: No

Any TEAE: SOC - Nervous system disorders
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T islelizumab: n = 200, events = 21, Median: NR, 95% CI: NE - NE

Docetaxel: n = 90, events = 19, Median: 7.7, 95% CI: 6.3 - NE

HR (95% CI): 0.324 (0.171, 0.614)

Log-rank test p-value: 0.0003

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Histology: Non-squamous

Any TEAE: SOC - Psychiatric disorders
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T islelizumab: n = 125, events = 15, Median: NR, 95% CI: 21.6 - NE

Docetaxel: n = 59, events = 8, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.681 (0.287, 1.619)

Log-rank test p-value: 0.3830

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Histology: Squamous

Any TEAE: SOC - Psychiatric disorders
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T islelizumab: n = 88, events = 1, Median: NR, 95% CI: NE - NE

Docetaxel: n = 39, events = 5, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.073 (0.008, 0.632)

Log-rank test p-value: 0.0020

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

EGFR mutation at baseline: Wild type

Any TEAE: SOC - Psychiatric disorders
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T islelizumab: n = 143, events = 15, Median: NR, 95% CI: 21.6 - NE

Docetaxel: n = 69, events = 8, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.681 (0.286, 1.622)

Log-rank test p-value: 0.3850

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-socpt-sub.sas  27AUG2024 00:06  f-14-03-01-02-s-km-socpt-sub-teae-ia.rtf 

1788



Protocol BGB-A317-303 Page 20 of 28 

Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

EGFR mutation at baseline: Unknown

Any TEAE: SOC - Psychiatric disorders
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T islelizumab: n = 70, events = 1, Median: NR, 95% CI: NE - NE

Docetaxel: n = 29, events = 5, Median: NR, 95% CI: 2.6 - NE

HR (95% CI): 0.066 (0.008, 0.572)

Log-rank test p-value: 0.0011

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Smoking Status: Current or Former

Any TEAE: SOC - Psychiatric disorders / PT - Insomnia
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T islelizumab: n = 153, events = 8, Median: NR, 95% CI: NE - NE

Docetaxel: n = 61, events = 2, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.300 (0.273, 6.194)

Log-rank test p-value: 0.7410

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Smoking Status: Never
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T islelizumab: n = 60, events = 3, Median: 21.6, 95% CI: 16.2 - NE

Docetaxel: n = 37, events = 8, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.066 (0.008, 0.532)

Log-rank test p-value: 0.0007

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Histology: Non-squamous

Any TEAE: SOC - Skin and subcutaneous tissue disorders
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T islelizumab: n = 125, events = 13, Median: NR, 95% CI: 17.9 - NE

Docetaxel: n = 59, events = 37, Median: 1.2, 95% CI: 0.6 - 3.1

HR (95% CI): 0.058 (0.028, 0.119)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 88, events = 20, Median: NR, 95% CI: 9.4 - NE

Docetaxel: n = 39, events = 22, Median: 1.4, 95% CI: 0.6 - NE

HR (95% CI): 0.195 (0.102, 0.374)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

EGFR mutation at baseline: Wild type

Any TEAE: SOC - Skin and subcutaneous tissue disorders
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T islelizumab: n = 143, events = 16, Median: NR, 95% CI: 17.9 - NE

Docetaxel: n = 69, events = 44, Median: 1.0, 95% CI: 0.6 - 2.4

HR (95% CI): 0.061 (0.032, 0.118)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 70, events = 17, Median: NR, 95% CI: 6.5 - NE

Docetaxel: n = 29, events = 15, Median: 2.0, 95% CI: 0.6 - NE

HR (95% CI): 0.251 (0.121, 0.521)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 179, events = 26, Median: NR, 95% CI: 17.9 - NE

Docetaxel: n = 84, events = 55, Median: 0.9, 95% CI: 0.6 - 2.0

HR (95% CI): 0.088 (0.053, 0.147)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Line of therapy: Third

Any TEAE: SOC - Skin and subcutaneous tissue disorders

0 3 6 9 12 15 18 21

34 16 9 6 5 4 1 0

14 3 0 0 0 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

S
u
rv

iv
al

 P
ro

b
ab

il
it

y

T islelizumab: n = 34, events = 7, Median: NR, 95% CI: 5.7 - NE

Docetaxel: n = 14, events = 4, Median: 5.1, 95% CI: 1.0 - NE

HR (95% CI): 0.383 (0.102, 1.435)

Log-rank test p-value: 0.1362

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.3.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - 

Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 26, events = 7, Median: NR, 95% CI: 10.0 - NE

Docetaxel: n = 15, events = 8, Median: 1.1, 95% CI: 0.3 - NE

HR (95% CI): 0.277 (0.095, 0.806)

Log-rank test p-value: 0.0123

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.3.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - 

Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Liver metastases at baseline: No
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T islelizumab: n = 187, events = 5, Median: NR, 95% CI: NE - NE

Docetaxel: n = 83, events = 28, Median: NR, 95% CI: 5.4 - NE

HR (95% CI): 0.060 (0.023, 0.156)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.4.s: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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No Subgroup has significant interactions for this analysis

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Adverse events were classified based on MedDRA v23.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-socpt-sub.sas  27AUG2024 00:06  f-14-03-01-04-s-km-socpt-sub-ser-ia.rtf 

 

1800



Protocol BGB-A317-303 Page 1 of 1 

 

Table 14.3.1.3.1: 

Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

IRR 213 3 (1.4) NR (NE, NE) 98 3 (3.1) NR (NE, NE) 0.428 (0.086, 2.137) 0.2870 

 

IRR of Grade 1 and 2 213 3 (1.4) NR (NE, NE) 98 3 (3.1) NR (NE, NE) 0.428 (0.086, 2.137) 0.2870 

 

IRR >= Grade 3 213 0 (0.0) NR (NE, NE) 98 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

 

Serious IRR 213 0 (0.0) NR (NE, NE) 98 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 3, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.428 (0.086, 2.137)

Log-rank test p-value: 0.2870

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesi.sas  26AUG2024 23:26  f-14-03-01-05-km-aesi-ia.rtf 

1802



Protocol BGB-A317-303 Page 2 of 4 

Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 3, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.428 (0.086, 2.137)

Log-rank test p-value: 0.2870

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): NE (NE, NE)

Log-rank test p-value: NE

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): NE (NE, NE)

Log-rank test p-value: NE

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviations: IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 1 (0.7) -- 62 2 (3.2) -- -- -- 

   Age >= 65 Years 70 2 (2.9) -- 36 1 (2.8) -- -- -- 

   Interaction        -- 

 

Sex         

   Male 166 2 (1.2) -- 71 3 (4.2) -- -- -- 

   Female 47 1 (2.1) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) -- 84 3 (3.6) -- -- -- 

   White 38 1 (2.6) -- 12 0 (0.0) -- -- -- 

   Other 8 1 (12.5) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesi-subgrp.sas  27AUG2024 02:37  t-14-03-01-03-01-s-aesi-subgrp-ia.rtf 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) -- 84 3 (3.6) -- -- -- 

   Europe 32 1 (3.1) -- 12 0 (0.0) -- -- -- 

   Other 14 1 (7.1) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 1 (6.3) -- -- -- 

   1 163 3 (1.8) -- 82 2 (2.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesi-subgrp.sas  27AUG2024 02:37  t-14-03-01-03-01-s-aesi-subgrp-ia.rtf 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) -- 61 1 (1.6) -- -- -- 

   Never 60 1 (1.7) -- 37 2 (5.4) -- -- -- 

   Interaction        -- 

 

Histology         

   Non-squamous 125 1 (0.8) -- 59 3 (5.1) -- -- -- 

   Squamous 88 2 (2.3) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesi-subgrp.sas  27AUG2024 02:37  t-14-03-01-03-01-s-aesi-subgrp-ia.rtf 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 2 (1.4) -- 69 3 (4.3) -- -- -- 

   Unknown 70 1 (1.4) -- 29 0 (0.0) -- -- -- 

   Interaction        -- 

 

ALK rearrangement at baseline         

   Wild type 108 1 (0.9) -- 46 2 (4.3) -- -- -- 

   Unknown 105 2 (1.9) -- 52 1 (1.9) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) -- 84 3 (3.6) -- -- -- 

   Third 34 1 (2.9) -- 14 0 (0.0) -- -- -- 

   Interaction        -- 

 

Disease Stage         

   Locally advanced 32 1 (3.1) -- 8 1 (12.5) -- -- -- 

   Metastatic 181 2 (1.1) -- 90 2 (2.2) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesi-subgrp.sas  27AUG2024 02:37  t-14-03-01-03-01-s-aesi-subgrp-ia.rtf 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 0 (0.0) -- -- -- 

   No 200 3 (1.5) -- 90 3 (3.3) -- -- -- 

   Interaction        -- 

 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 0 (0.0) -- -- -- 

   No 187 3 (1.6) -- 83 3 (3.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesi-subgrp.sas  27AUG2024 02:37  t-14-03-01-03-01-s-aesi-subgrp-ia.rtf 

1812



Protocol BGB-A317-303 Page 8 of 28 
 

Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 1 (0.7) -- 62 2 (3.2) -- -- -- 

   Age >= 65 Years 70 2 (2.9) -- 36 1 (2.8) -- -- -- 

   Interaction        -- 

 

Sex         

   Male 166 2 (1.2) -- 71 3 (4.2) -- -- -- 

   Female 47 1 (2.1) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) -- 84 3 (3.6) -- -- -- 

   White 38 1 (2.6) -- 12 0 (0.0) -- -- -- 

   Other 8 1 (12.5) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) -- 84 3 (3.6) -- -- -- 

   Europe 32 1 (3.1) -- 12 0 (0.0) -- -- -- 

   Other 14 1 (7.1) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 1 (6.3) -- -- -- 

   1 163 3 (1.8) -- 82 2 (2.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) -- 61 1 (1.6) -- -- -- 

   Never 60 1 (1.7) -- 37 2 (5.4) -- -- -- 

   Interaction        -- 

 

Histology         

   Non-squamous 125 1 (0.8) -- 59 3 (5.1) -- -- -- 

   Squamous 88 2 (2.3) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 2 (1.4) -- 69 3 (4.3) -- -- -- 

   Unknown 70 1 (1.4) -- 29 0 (0.0) -- -- -- 

   Interaction        -- 

 

ALK rearrangement at baseline         

   Wild type 108 1 (0.9) -- 46 2 (4.3) -- -- -- 

   Unknown 105 2 (1.9) -- 52 1 (1.9) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) -- 84 3 (3.6) -- -- -- 

   Third 34 1 (2.9) -- 14 0 (0.0) -- -- -- 

   Interaction        -- 

 

Disease Stage         

   Locally advanced 32 1 (3.1) -- 8 1 (12.5) -- -- -- 

   Metastatic 181 2 (1.1) -- 90 2 (2.2) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesi-subgrp.sas  27AUG2024 02:37  t-14-03-01-03-01-s-aesi-subgrp-ia.rtf 

1818



Protocol BGB-A317-303 Page 14 of 28 
 

Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 0 (0.0) -- -- -- 

   No 200 3 (1.5) -- 90 3 (3.3) -- -- -- 

   Interaction        -- 

 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 0 (0.0) -- -- -- 

   No 187 3 (1.6) -- 83 3 (3.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 0 (0.0) -- 62 0 (0.0) -- -- -- 

   Age >= 65 Years 70 0 (0.0) -- 36 0 (0.0) -- -- -- 

   Interaction        -- 

 

Sex         

   Male 166 0 (0.0) -- 71 0 (0.0) -- -- -- 

   Female 47 0 (0.0) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) -- 84 0 (0.0) -- -- -- 

   White 38 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 8 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) -- 84 0 (0.0) -- -- -- 

   Europe 32 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 14 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 0 (0.0) -- -- -- 

   1 163 0 (0.0) -- 82 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) -- 61 0 (0.0) -- -- -- 

   Never 60 0 (0.0) -- 37 0 (0.0) -- -- -- 

   Interaction        -- 

 

Histology         

   Non-squamous 125 0 (0.0) -- 59 0 (0.0) -- -- -- 

   Squamous 88 0 (0.0) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 69 0 (0.0) -- -- -- 

   Unknown 70 0 (0.0) -- 29 0 (0.0) -- -- -- 

   Interaction        -- 

 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 0 (0.0) -- -- -- 

   Unknown 105 0 (0.0) -- 52 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) -- 84 0 (0.0) -- -- -- 

   Third 34 0 (0.0) -- 14 0 (0.0) -- -- -- 

   Interaction        -- 

 

Disease Stage         

   Locally advanced 32 0 (0.0) -- 8 0 (0.0) -- -- -- 

   Metastatic 181 0 (0.0) -- 90 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 0 (0.0) -- -- -- 

   No 200 0 (0.0) -- 90 0 (0.0) -- -- -- 

   Interaction        -- 

 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 0 (0.0) -- -- -- 

   No 187 0 (0.0) -- 83 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 0 (0.0) -- 62 0 (0.0) -- -- -- 

   Age >= 65 Years 70 0 (0.0) -- 36 0 (0.0) -- -- -- 

   Interaction        -- 

 

Sex         

   Male 166 0 (0.0) -- 71 0 (0.0) -- -- -- 

   Female 47 0 (0.0) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) -- 84 0 (0.0) -- -- -- 

   White 38 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 8 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) -- 84 0 (0.0) -- -- -- 

   Europe 32 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 14 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 0 (0.0) -- -- -- 

   1 163 0 (0.0) -- 82 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) -- 61 0 (0.0) -- -- -- 

   Never 60 0 (0.0) -- 37 0 (0.0) -- -- -- 

   Interaction        -- 

 

Histology         

   Non-squamous 125 0 (0.0) -- 59 0 (0.0) -- -- -- 

   Squamous 88 0 (0.0) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 69 0 (0.0) -- -- -- 

   Unknown 70 0 (0.0) -- 29 0 (0.0) -- -- -- 

   Interaction        -- 

 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 0 (0.0) -- -- -- 

   Unknown 105 0 (0.0) -- 52 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) -- 84 0 (0.0) -- -- -- 

   Third 34 0 (0.0) -- 14 0 (0.0) -- -- -- 

   Interaction        -- 

 

Disease Stage         

   Locally advanced 32 0 (0.0) -- 8 0 (0.0) -- -- -- 

   Metastatic 181 0 (0.0) -- 90 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 0 (0.0) -- -- -- 

   No 200 0 (0.0) -- 90 0 (0.0) -- -- -- 

   Interaction        -- 

 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 0 (0.0) -- -- -- 

   No 187 0 (0.0) -- 83 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.3.1.5.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADTTEAE1. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesi-subgrp.sas  26AUG2024 23:21  f-14-03-01-05-s-km-aesi-subgrp-ia.rtf 

 

1834



Protocol BGB-A317-303 Page 1 of 2 

 

Table 14.2.3.6.1: 

Analysis of Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

Docetaxel 

(N = 103) 

Time to First Post-Treatment Anti-cancer Therapy (months)   

n 110 65 

Mean (SD) 0.68 (1.215) 1.05 (1.854) 

Median 0.23 0.43 

Min, Max 0.0, 7.8 -0.1, 9.6 

 

Time to First Post-Treatment Immunotherapy (months)   

n 10 18 

Mean (SD) 0.81 (0.896) 2.60 (4.606) 

Median 0.48 0.76 

Min, Max 0.1, 2.9 0.0, 17.5 

 

Post-Treatment Systemic Therapy Duration (months)   

n 102 55 

Mean (SD) 8.12 (5.993) 8.77 (6.912) 

Median 8.44 6.44 

Min, Max 0.0, 25.0 0.0, 29.4 

 

Data Source: ADSL ADEFPRE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Time to first post-treatment anti-cancer therapy is defined for patients with the use of post-treatment anti-cancer therapy as the time from end of study treatment to first dose of 

post-treatment anti-cancer therapy. There was 1 patient started new anti-cancer therapy before the treatment discontinuation. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-postanti.sas  30AUG2024 00:22  t-14-02-03-06-01-postanti-ia.rtf 
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Table 14.2.3.6.1: 

Analysis of Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

Docetaxel 

(N = 103) 

Post-Treatment Immunotherapy Duration (months)   

n 10 18 

Mean (SD) 9.71 (4.522) 6.63 (7.039) 

Median 11.07 3.15 

Min, Max 1.7, 15.3 1.1, 23.4 

 

Data Source: ADSL ADEFPRE. Data cutoff: 10AUG2020. Data extraction: 27OCT2020. 

Time to first post-treatment anti-cancer therapy is defined for patients with the use of post-treatment anti-cancer therapy as the time from end of study treatment to first dose of 

post-treatment anti-cancer therapy. There was 1 patient started new anti-cancer therapy before the treatment discontinuation. 
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Table 14.1.1.2: 

Patient Disposition and Reasons for Discontinuation 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Number of Patients Randomized 214 (100.0) 103 (100.0) 317 (100.0) 

 

Patients Randomized, but not Treated 1 (0.5) 5 (4.9) 6 (1.9) 

Number of Patients Treated 213 (99.5) 98 (95.1) 311 (98.1) 

 

Data Source: ADSL. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Study follow-up time is defined as the time from the randomization date to date of death or end of study date (whichever occurs first) for patient discontinued from the study or 

the database cutoff date for ongoing patients. 
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Table 14.1.1.2: 

Patient Disposition and Reasons for Discontinuation 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Number of Patients Discontinued from Treatment 191 (89.3) 95 (92.2) 286 (90.2) 

Primary Reason for Treatment Discontinuation    

Radiographic Progressive Disease 98 (45.8) 65 (63.1) 163 (51.4) 

Loss of Clinical Benefit 46 (21.5) 0 (0.0) 46 (14.5) 

Adverse Event 23 (10.7) 13 (12.6) 36 (11.4) 

Withdraw by Subject 8 (3.7) 12 (11.7) 20 (6.3) 

Clinical Progressive Disease 11 (5.1) 3 (2.9) 14 (4.4) 

Physician Decision 3 (1.4) 2 (1.9) 5 (1.6) 

Other 2 (0.9) 0 (0.0) 2 (0.6) 

Number of Patients Remained on Treatment 22 (10.3) 3 (2.9) 25 (7.9) 

 

Data Source: ADSL. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Study follow-up time is defined as the time from the randomization date to date of death or end of study date (whichever occurs first) for patient discontinued from the study or 

the database cutoff date for ongoing patients. 
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Table 14.1.1.2: 

Patient Disposition and Reasons for Discontinuation 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Number of Patients Discontinued from Study 160 (74.8) 84 (81.6) 244 (77.0) 

Primary Reason for Study Discontinuation    

Death 151 (70.6) 77 (74.8) 228 (71.9) 

Withdrawal by Subject 2 (0.9) 6 (5.8) 8 (2.5) 

Lost to Follow-Up 6 (2.8) 1 (1.0) 7 (2.2) 

Other 1 (0.5) 0 (0.0) 1 (0.3) 

Number of Patients Remained on Study 54 (25.2) 19 (18.4) 73 (23.0) 

 

Study Follow-up Time (month) a    

n 214 103 317 

Mean (SD) 16.494 (10.8222) 13.792 (10.6070) 15.616 (10.8105) 

Median 15.261 10.185 13.799 

Q1, Q3 6.801, 25.166 5.355, 22.899 6.078, 24.378 

Min, Max 0.33, 43.30 0.07, 38.28 0.07, 43.30 

 

Data Source: ADSL. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Study follow-up time is defined as the time from the randomization date to date of death or end of study date (whichever occurs first) for patient discontinued from the study or 

the database cutoff date for ongoing patients. 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Age (years)    

n 214 103 317 

Mean (SD) 60.5 (8.56) 60.7 (9.19) 60.6 (8.76) 

Median 61.0 62.0 61.0 

Q1, Q3 55.0, 66.0 56.0, 67.0 55.0, 66.0 

Min, Max 38, 88 39, 80 38, 88 

 

Age Group, n (%)    

< 65 years 143 (66.8) 66 (64.1) 209 (65.9) 

≥ 65 - < 75 years 62 (29.0) 31 (30.1) 93 (29.3) 

≥ 75 - < 85 years 8 (3.7) 6 (5.8) 14 (4.4) 

≥ 85 years 1 (0.5) 0 (0.0) 1 (0.3) 

 

Sex, n (%)    

Male 166 (77.6) 76 (73.8) 242 (76.3) 

Female 48 (22.4) 27 (26.2) 75 (23.7) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Race, n (%)    

American Indian or Alaska Native 7 (3.3) 1 (1.0) 8 (2.5) 

Asian 168 (78.5) 88 (85.4) 256 (80.8) 

Black or African American 0 (0.0) 1 (1.0) 1 (0.3) 

Native Hawaiian or Other Pacific Islander 0 (0.0) 0 (0.0) 0 (0.0) 

White 38 (17.8) 13 (12.6) 51 (16.1) 

Other 1 (0.5) 0 (0.0) 1 (0.3) 

 

Ethnicity, n (%)    

Hispanic NA NA NA 

Non-Hispanic NA NA NA 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  26AUG2024 06:46  t-14-01-02-01-demo-fa.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Country, n (%)    

Brazil 4 (1.9) 1 (1.0) 5 (1.6) 

Bulgaria 1 (0.5) 0 (0.0) 1 (0.3) 

China 167 (78.0) 88 (85.4) 255 (80.4) 

Lithuania 3 (1.4) 0 (0.0) 3 (0.9) 

Mexico 7 (3.3) 1 (1.0) 8 (2.5) 

New Zealand 4 (1.9) 0 (0.0) 4 (1.3) 

Poland 0 (0.0) 2 (1.9) 2 (0.6) 

Russia 20 (9.3) 6 (5.8) 26 (8.2) 

Slovakia 0 (0.0) 1 (1.0) 1 (0.3) 

Turkey 8 (3.7) 4 (3.9) 12 (3.8) 

 

Region, n (%)    

China 167 (78.0) 88 (85.4) 255 (80.4) 

ROW 47 (22.0) 15 (14.6) 62 (19.6) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Weight (kg)    

n 214 103 317 

Mean (SD) 67.90 (12.089) 67.63 (13.237) 67.81 (12.453) 

Median 67.00 66.50 67.00 

Q1, Q3 60.00, 75.00 59.00, 75.00 59.60, 75.00 

Min, Max 35.0, 110.0 40.0, 107.0 35.0, 110.0 

 

BMI (kg/m^2)    

n 214 103 317 

Mean (SD) 24.16 (3.609) 24.59 (4.305) 24.30 (3.847) 

Median 23.85 23.88 23.88 

Q1, Q3 21.71, 26.64 21.55, 26.93 21.67, 26.78 

Min, Max 15.1, 38.5 16.9, 38.3 15.1, 38.5 

 

ECOG Performance Status, n (%)    

0 50 (23.4) 19 (18.4) 69 (21.8) 

1 164 (76.6) 84 (81.6) 248 (78.2) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Smoking Status, n (%)    

Never 60 (28.0) 37 (35.9) 97 (30.6) 

Current 18 (8.4) 5 (4.9) 23 (7.3) 

Former 136 (63.6) 61 (59.2) 197 (62.1) 

 

PD-L1 Expression, n (%)    

≥ 1% 0 (0.0) 0 (0.0) 0 (0.0) 

< 1% 214 (100.0) 103 (100.0) 317 (100.0) 

 

Histology, n (%)    

Squamous 89 (41.6) 41 (39.8) 130 (41.0) 

Non-Squamous 125 (58.4) 62 (60.2) 187 (59.0) 

 

EGFR Mutation, n (%)    

Wild Type 143 (66.8) 75 (72.8) 218 (68.8) 

Mutant 0 (0.0) 0 (0.0) 0 (0.0) 

Unknown 71 (33.2) 28 (27.2) 99 (31.2) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  26AUG2024 06:46  t-14-01-02-01-demo-fa.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

ALK Rearrangement, n (%)    

Wild Type 108 (50.5) 48 (46.6) 156 (49.2) 

Translocated 0 (0.0) 0 (0.0) 0 (0.0) 

Unknown 106 (49.5) 55 (53.4) 161 (50.8) 

 

Line of Therapy, n (%)    

Second 180 (84.1) 88 (85.4) 268 (84.5) 

Third 34 (15.9) 15 (14.6) 49 (15.5) 

 

Disease Stage at Study Entry a, n (%)    

Locally Advanced 33 (15.4) 8 (7.8) 41 (12.9) 

Metastatic 181 (84.6) 95 (92.2) 276 (87.1) 

 

Brain Metastasis, n (%)    

Yes 13 (6.1) 9 (8.7) 22 (6.9) 

No 201 (93.9) 94 (91.3) 295 (93.1) 

 

Liver Metastasis, n (%)    

Yes 27 (12.6) 16 (15.5) 43 (13.6) 

No 187 (87.4) 87 (84.5) 274 (86.4) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  26AUG2024 06:46  t-14-01-02-01-demo-fa.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Baseline Target Lesions Sum of Diameters by 

Investigator (mm) 

   

n 202 100 302 

Mean (SD) 68.36 (40.944) 68.42 (41.331) 68.38 (41.004) 

Median 58.00 58.70 58.00 

Q1, Q3 40.00, 91.00 36.65, 89.00 38.00, 91.00 

Min, Max 10.0, 210.0 13.0, 198.0 10.0, 210.0 

 

Time from Initial Diagnosis to Study Entry a (Year)    

n 214 103 317 

Mean (SD) 1.274 (1.2236) 1.256 (1.0165) 1.268 (1.1588) 

Median 0.923 0.914 0.923 

Q1, Q3 0.600, 1.426 0.663, 1.437 0.621, 1.426 

Min, Max 0.20, 9.64 0.17, 5.77 0.17, 9.64 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  26AUG2024 06:46  t-14-01-02-01-demo-fa.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Time from Advanced/Metastatic Disease Diagnosis 

to Study Entry a (Month) 

   

n 214 103 317 

Mean (SD) 11.93 (8.355) 11.68 (10.087) 11.85 (8.939) 

Median 10.35 9.43 9.95 

Q1, Q3 6.28, 15.18 6.34, 14.29 6.34, 14.82 

Min, Max 0.6, 53.5 0.7, 69.1 0.6, 69.1 

 

Tumor Stage T, n (%)    

Tx 17 (7.9) 7 (6.8) 24 (7.6) 

T0 7 (3.3) 4 (3.9) 11 (3.5) 

Tis 0 (0.0) 0 (0.0) 0 (0.0) 

T1 21 (9.8) 4 (3.9) 25 (7.9) 

T2 40 (18.7) 19 (18.4) 59 (18.6) 

T3 40 (18.7) 19 (18.4) 59 (18.6) 

T4 89 (41.6) 50 (48.5) 139 (43.8) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  26AUG2024 06:46  t-14-01-02-01-demo-fa.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Tumor Stage N, n (%)    

NX 17 (7.9) 5 (4.9) 22 (6.9) 

N0 24 (11.2) 17 (16.5) 41 (12.9) 

N1 9 (4.2) 10 (9.7) 19 (6.0) 

N2 90 (42.1) 37 (35.9) 127 (40.1) 

N3 74 (34.6) 34 (33.0) 108 (34.1) 

 

Tumor Stage M, n (%)    

M0 33 (15.4) 8 (7.8) 41 (12.9) 

M1 181 (84.6) 95 (92.2) 276 (87.1) 

MX 0 (0.0) 0 (0.0) 0 (0.0) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  26AUG2024 06:46  t-14-01-02-01-demo-fa.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Location of Distant Metastases, n (%) b    

Adrenal Glands 22 (10.3) 14 (13.6) 36 (11.4) 

Bone 75 (35.0) 29 (28.2) 104 (32.8) 

Brain 13 (6.1) 9 (8.7) 22 (6.9) 

Kidney 3 (1.4) 3 (2.9) 6 (1.9) 

Liver 27 (12.6) 16 (15.5) 43 (13.6) 

Lung 82 (38.3) 48 (46.6) 130 (41.0) 

Lymph Nodes 25 (11.7) 10 (9.7) 35 (11.0) 

Pleura/Pleural Effusion 70 (32.7) 40 (38.8) 110 (34.7) 

Pericardium/Pericardial Effusion 6 (2.8) 4 (3.9) 10 (3.2) 

Other 23 (10.7) 10 (9.7) 33 (10.4) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  26AUG2024 06:46  t-14-01-02-01-demo-fa.rtf 
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Table 14.1.2.3: 

Prior Anti-Cancer Systemic Therapy 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Patients with any Prior Anticancer Systemic Therapy, n (%) 214 (100.0) 103 (100.0) 317 (100.0) 

 

Time from End of Last Therapy to Study Entry a (month)    

n 214 103 317 

Mean (SD) 4.67 (4.756) 4.25 (3.857) 4.54 (4.482) 

Median 2.69 2.86 2.76 

Q1, Q3 1.68, 5.88 1.74, 5.03 1.71, 5.49 

Min, Max 0.6, 27.3 0.0, 19.9 0.0, 27.3 

 

Type of Prior Therapy, n (%) b    

Chemotherapy 214 (100.0) 103 (100.0) 317 (100.0) 

Protein Kinase Inhibitors 3 (1.4) 3 (2.9) 6 (1.9) 

Immunotherapy 0 (0.0) 0 (0.0) 0 (0.0) 

Other 59 (27.6) 22 (21.4) 81 (25.6) 

 

Setting of Prior Therapy, n (%) b    

Metastatic 144 (67.3) 72 (69.9) 216 (68.1) 

Locally Advanced 67 (31.3) 25 (24.3) 92 (29.0) 

Neoadjuvant 4 (1.9) 3 (2.9) 7 (2.2) 

Adjuvant 20 (9.3) 22 (21.4) 42 (13.2) 

 

Data Source: ADSL ADCM ADBASE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

For patients with any prior anticancer therapy, percentages were based on N; for others, percentages were based on the number of patients with any prior anticancer therapy. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-pr-drug.sas  26AUG2024 07:11  t-14-01-02-03-pr-drug-fa.rtf 
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Table 14.1.2.4: 

Prior Anti-Cancer Surgeries 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Patients with any Prior Anticancer Surgeries, n (%) 47 (22.0) 30 (29.1) 77 (24.3) 

 

Intention of Surgery, n (%) a    

Curative 37 (78.7) 26 (86.7) 63 (81.8) 

Palliative 11 (23.4) 6 (20.0) 17 (22.1) 

Other 1 (2.1) 0 (0.0) 1 (1.3) 

 

Time from Last Surgery to Study Entry b (month)    

n 47 30 77 

Mean (SD) 24.63 (22.123) 19.09 (14.489) 22.47 (19.589) 

Median 17.28 14.06 16.03 

Q1, Q3 8.97, 27.86 10.45, 25.30 9.63, 26.58 

Min, Max 3.2, 116.1 1.4, 69.3 1.4, 116.1 

 

Data Source: ADSL ADPR ADBASE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

For patients with any prior anticancer surgeries, percentages were based on N; for others, percentages were based on the number of patients with any prior anticancer surgeries. 
a A patient was counted only once within each category, but may be counted in multiple categories. 
b Study Entry date referred to randomization date in this study. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-pr-sg.sas  26AUG2024 07:11  t-14-01-02-04-pr-sg-fa.rtf 
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Table 14.1.2.5: 

Prior Anti-Cancer Radiotherapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Patients with any Prior Anticancer Radiotherapy, n (%) 70 (32.7) 34 (33.0) 104 (32.8) 

 

Intent of Therapy, n (%) a    

Radical 26 (37.1) 9 (26.5) 35 (33.7) 

Neoadjuvant 0 (0.0) 1 (2.9) 1 (1.0) 

Adjuvant 2 (2.9) 3 (8.8) 5 (4.8) 

Palliative 43 (61.4) 22 (64.7) 65 (62.5) 

Missing 1 (1.4) 1 (2.9) 2 (1.9) 

 

Time from End of Last Radiotherapy to Study Entry b (month)    

n 70 34 104 

Mean (SD) 7.72 (6.771) 9.15 (10.554) 8.18 (8.176) 

Median 6.23 6.54 6.24 

Q1, Q3 2.17, 9.92 1.41, 12.85 1.99, 11.43 

Min, Max 0.0, 33.8 0.0, 41.2 0.0, 41.2 

 

Data Source: ADSL ADPR ADBASE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

For patients with any prior anticancer radiotherapy, percentages were based on N; for others, percentages were based on the number of patients with any prior anticancer 

radiotherapy. 
a A patient was counted only once within each category, but may be counted in multiple categories. 
b Study Entry date referred to randomization date in this study. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-pr-rdthrp.sas  26AUG2024 07:11  t-14-01-02-05-pr-rdthrp-fa.rtf 
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Table 14.1.2.6.1: 

Summary of Follow-up Time by Efficacy-related Endpoint 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Endpoint (Months) 

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Total 

(N = 317) 

Overall Survival a    

n 214 103 317 

Mean (SD) 16.38 (10.812) 13.75 (10.633) 15.52 (10.808) 

Median 14.75 10.18 13.80 

Q1, Q3 6.80, 25.17 5.36, 22.90 6.08, 24.38 

Min, Max 0.3, 43.3 0.1, 38.3 0.1, 43.3 

 

Progression-Free Survival b    

n 214 103 317 

Mean (SD) 6.46 (7.849) 4.19 (5.536) 5.72 (7.249) 

Median 2.27 2.14 2.23 

Q1, Q3 1.97, 8.28 1.48, 4.21 1.94, 6.37 

Min, Max 0.0, 40.9 0.0, 34.6 0.0, 40.9 

 

Data Source: ADSL, ADQS, ADEFPRE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Time from randomization to death or censoring date. 
b Time from randomization to the last progression-free survival event or censoring date. 
c Time from randomization to the last tumor assessment by investigator per RECIST 1.1. For patients without post-baseline tumor assessment, their last tumor assessment is 

considered as on date of randomization. Post-baseline tumor assessments after the initiation of new anti-cancer therapy were not considered. 
d Time from randomization to the last adequate PRO assessment. For patients without baseline or post-baseline PRO assessment, their last PRO assessment is considered as on date 

of randomization. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-sum-eff.sas  26AUG2024 07:12  t-14-01-02-06-01-sum-eff-fa.rtf 
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Table 14.1.2.6.1: 

Summary of Follow-up Time by Efficacy-related Endpoint 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Endpoint (Months) 

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Total 

(N = 317) 

Investigator Tumor Assessment c    

n 214 103 317 

Mean (SD) 7.96 (9.427) 4.00 (5.690) 6.68 (8.591) 

Median 3.99 2.10 2.92 

Q1, Q3 2.04, 10.35 1.18, 4.21 1.94, 7.92 

Min, Max 0.0, 43.3 0.0, 34.6 0.0, 43.3 

 

EORTC-QLQ-C30 d    

n 214 103 317 

Mean (SD) 8.02 (9.505) 4.05 (5.730) 6.73 (8.657) 

Median 3.68 2.10 3.06 

Q1, Q3 1.87, 9.89 0.82, 4.21 1.45, 8.05 

Min, Max 0.0, 43.3 0.0, 35.0 0.0, 43.3 

 

Data Source: ADSL, ADQS, ADEFPRE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Time from randomization to death or censoring date. 
b Time from randomization to the last progression-free survival event or censoring date. 
c Time from randomization to the last tumor assessment by investigator per RECIST 1.1. For patients without post-baseline tumor assessment, their last tumor assessment is 

considered as on date of randomization. Post-baseline tumor assessments after the initiation of new anti-cancer therapy were not considered. 
d Time from randomization to the last adequate PRO assessment. For patients without baseline or post-baseline PRO assessment, their last PRO assessment is considered as on date 

of randomization. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-sum-eff.sas  26AUG2024 07:12  t-14-01-02-06-01-sum-eff-fa.rtf 
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Table 14.1.2.6.1: 

Summary of Follow-up Time by Efficacy-related Endpoint 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Endpoint (Months) 

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Total 

(N = 317) 

EORTC-QLQ-LC13 d    

n 214 103 317 

Mean (SD) 8.02 (9.505) 4.05 (5.730) 6.73 (8.657) 

Median 3.68 2.10 3.06 

Q1, Q3 1.87, 9.89 0.82, 4.21 1.45, 8.05 

Min, Max 0.0, 43.3 0.0, 35.0 0.0, 43.3 

 

EQ-5D-VAS d    

n 214 103 317 

Mean (SD) 6.09 (8.166) 2.91 (4.939) 5.05 (7.419) 

Median 2.33 1.35 2.10 

Q1, Q3 0.03, 7.66 0.03, 3.29 0.03, 5.65 

Min, Max 0.0, 32.5 0.0, 23.7 0.0, 32.5 

 

Data Source: ADSL, ADQS, ADEFPRE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Time from randomization to death or censoring date. 
b Time from randomization to the last progression-free survival event or censoring date. 
c Time from randomization to the last tumor assessment by investigator per RECIST 1.1. For patients without post-baseline tumor assessment, their last tumor assessment is 

considered as on date of randomization. Post-baseline tumor assessments after the initiation of new anti-cancer therapy were not considered. 
d Time from randomization to the last adequate PRO assessment. For patients without baseline or post-baseline PRO assessment, their last PRO assessment is considered as on date 

of randomization. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-sum-eff.sas  26AUG2024 07:12  t-14-01-02-06-01-sum-eff-fa.rtf 
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Table 14.1.2.6.2: 

Summary of Follow-up Time by Safety-related Endpoint 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Endpoint (Months) 

Tislelizumab  

(N = 213) 

Docetaxel  

(N = 98) 

Total 

(N = 311) 

Safety for TEAEs except imAEs a    

n 213 98 311 

Mean (SD) 8.39 (9.413) 4.61 (5.741) 7.20 (8.603) 

Median 4.24 2.43 3.48 

Q1, Q3 2.27, 10.18 1.71, 4.50 2.14, 8.48 

Min, Max 0.3, 43.3 0.4, 35.4 0.3, 43.3 

 

Safety for imAEs b    

n 213 98 311 

Mean (SD) 9.93 (9.087) 6.34 (5.675) 8.80 (8.327) 

Median 6.37 4.39 5.29 

Q1, Q3 4.30, 12.16 3.65, 6.51 3.71, 10.22 

Min, Max 0.3, 43.3 0.4, 35.4 0.3, 43.3 

 

Data Source: ADSL, ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: TEAE, treatment-emergent adverse event; imAE, immune-mediated adverse event. 
a The time from the first dose date to the earliest date among date of death, study discontinuation date, cut-off date, last date of study treatment + 30 days, and the date of the 

initiation of new anticancer therapy. 
b The time from the first dose date to the earliest date among date of death, study discontinuation date, cut-off date, last date of study treatment + 90 days. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-sum-saf.sas  26AUG2024 07:12  t-14-01-02-06-02-sum-saf-fa.rtf 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

Patients Who Received any Prior Medication 59 (27.7) 41 (41.8) 

 

BISPHOSPHONATES 12 (5.6) 7 (7.1) 

ZOLEDRONIC ACID 9 (4.2) 4 (4.1) 

IBANDRONATE SODIUM 2 (0.9) 0 (0.0) 

PAMIDRONATE DISODIUM 1 (0.5) 2 (2.0) 

ZOLEDRONIC ACID MONOHYDRATE 0 (0.0) 1 (1.0) 

 

NATURAL OPIUM ALKALOIDS 9 (4.2) 3 (3.1) 

OXYCODONE HYDROCHLORIDE 9 (4.2) 1 (1.0) 

MORPHINE HYDROCHLORIDE 1 (0.5) 1 (1.0) 

MORPHINE SULFATE 1 (0.5) 1 (1.0) 

OXYCODONE 0 (0.0) 1 (1.0) 

 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE 9 (4.2) 12 (12.2) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE 2 (0.9) 1 (1.0) 

AGRIMONIA PILOSA HERB;BERBERIS SPP. ROOT;FORSYTHIA SUSPENSA FRUIT;HIBISCUS 

MUTABILIS LEAF;IMPERATA CYLINDRICA RHIZOME;PERSICARIA 

CAPITATA;SINOMENIUM ACUTUM STEM 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  26AUG2024 07:11  t-14-01-02-09-med-pri-fa.rtf 

1857



Protocol BGB-A317-303 Page 2 of 23 
 

Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ANGELICA SINENSIS ROOT;ASINI CORII COLLA;ASTRAGALUS MONGHOLICUS 

ROOT;EPIMEDIUM BREVICORNU HERB;LESPEDEZA BUERGERI;SOPHORA FLAVESCENS 

ROOT;ZIZIPHUS JUJUBA FRUIT 

1 (0.5) 0 (0.0) 

ANIMAL HORN NOS;BEAR BILE;FORSYTHIA SUSPENSA FRUIT;LONICERA JAPONICA 

FLOWER;SCUTELLARIA BAICALENSIS ROOT 

1 (0.5) 1 (1.0) 

ARCTIUM LAPPA FRUIT;CICADA SLOUGH;EPHEDRA SPP. HERB;ERIOBOTRYA JAPONICA 

LEAF;PERILLA FRUTESCENS FRUIT;PERILLA FRUTESCENS LEAF;PEUCEDANUM 

PRAERUPTORUM ROOT;PHERETIMA SPP.;SCHISANDRA CHINENSIS FRUIT 

1 (0.5) 1 (1.0) 

ATRACTYLODES MACROCEPHALA, RHIZOMA;DEER VELVET;DIOSCOREA OPPOSITIFOLIA 

RHIZOME;LABLAB PURPUREUS SEED;MORUS ALBA TWIG;ORYZA SATIVA 

FRUIT;PHELLODENDRON CHINENSE BARK;PLACENTA 

1 (0.5) 0 (0.0) 

BIDENS BITERNATA;CAFFEINE;CHLORPHENAMINE MALEATE;CHRYSANTHEMUM 

INDICUM FLOWER;ILEX ASPRELLA ROOT;MELICOPE PTELEIFOLIA;MENTHA CANADENSIS 

OIL;PARACETAMOL 

1 (0.5) 0 (0.0) 

BORNEOL;CALCIUM SULFATE;COW BEZOAR;GLYCYRRHIZA SPP.;PLATYCODON 

GRANDIFLORUS;REALGAR;RHEUM SPP.;SCUTELLARIA BAICALENSIS 

1 (0.5) 0 (0.0) 

SMILAX SPP. TUBER;SOPHORA FLAVESCENS ROOT 1 (0.5) 1 (1.0) 

TRAMETES ROBINIOPHILA 1 (0.5) 0 (0.0) 

ACONITUM KUSNEZOFFII ROOT;HERBAL NOS 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

AMBER (FOSSILIZED TREE RESIN);CODONOPSIS PILOSULA ROOT;NARDOSTACHYS 

JATAMANSI ROOT WITH RHIZOME;PANAX NOTOGINSENG ROOT;POLYGONATUM 

SIBIRICUM ROOT 

0 (0.0) 1 (1.0) 

ASTRAGALUS MONGHOLICUS ROOT;CIBOTIUM BAROMETZ RHIZOME;ECLIPTA 

PROSTRATA HERB;FALLOPIA MULTIFLORA ROOT TUBER;LIGUSTRUM LUCIDUM 

FRUIT;MORUS ALBA FRUIT;PAEONIA LACTIFLORA ROOT 

0 (0.0) 1 (1.0) 

ASTRAGALUS MONGHOLICUS ROOT;CODONOPSIS PILOSULA ROOT 0 (0.0) 2 (2.0) 

BLUMEA BALSAMIFERA HERB OIL;BORNEOL;MENTHA CANADENSIS OIL;MENTHOL 0 (0.0) 1 (1.0) 

OPHIOPOGON JAPONICUS ROOT TUBER;PANAX GINSENG 0 (0.0) 1 (1.0) 

PANAX NOTOGINSENG ROOT TOTAL SAPONIN EXTRACT 0 (0.0) 1 (1.0) 

SANGUISORBA OFFICINALIS 0 (0.0) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

GLUCOCORTICOIDS 8 (3.8) 15 (15.3) 

DEXAMETHASONE SODIUM PHOSPHATE 4 (1.9) 6 (6.1) 

BUDESONIDE 2 (0.9) 1 (1.0) 

DEXAMETHASONE ACETATE 1 (0.5) 4 (4.1) 

METHYLPREDNISOLONE 1 (0.5) 0 (0.0) 

METHYLPREDNISOLONE SODIUM SUCCINATE 1 (0.5) 1 (1.0) 

DEXAMETHASONE 0 (0.0) 4 (4.1) 

HYDROCORTISONE SODIUM SUCCINATE 0 (0.0) 1 (1.0) 

PREDNISOLONE 0 (0.0) 1 (1.0) 

 

MUCOLYTICS 8 (3.8) 6 (6.1) 

AMBROXOL HYDROCHLORIDE 5 (2.3) 2 (2.0) 

ACETYLCYSTEINE 1 (0.5) 1 (1.0) 

AMBROXOL 1 (0.5) 2 (2.0) 

BROMHEXINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CARBOCISTEINE 1 (0.5) 0 (0.0) 

CHYMOTRYPSIN 1 (0.5) 0 (0.0) 

ERDOSTEINE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PROTON PUMP INHIBITORS 8 (3.8) 8 (8.2) 

LANSOPRAZOLE 3 (1.4) 2 (2.0) 

OMEPRAZOLE 2 (0.9) 1 (1.0) 

ILAPRAZOLE 1 (0.5) 0 (0.0) 

OMEPRAZOLE SODIUM 1 (0.5) 1 (1.0) 

PANTOPRAZOLE 1 (0.5) 3 (3.1) 

PANTOPRAZOLE SODIUM SESQUIHYDRATE 1 (0.5) 2 (2.0) 

 

AMIDES 7 (3.3) 4 (4.1) 

LIDOCAINE HYDROCHLORIDE 5 (2.3) 0 (0.0) 

LIDOCAINE 2 (0.9) 3 (3.1) 

LIDOCAINE HYDROCHLORIDE;MENTHOL 0 (0.0) 1 (1.0) 

 

OTHER SYSTEMIC HEMOSTATICS 7 (3.3) 1 (1.0) 

HAEMOCOAGULASE 5 (2.3) 1 (1.0) 

ETAMSILATE 2 (0.9) 0 (0.0) 

CARBAZOCHROME SODIUM SULFONATE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

AMINO ACIDS 4 (1.9) 2 (2.0) 

ALANYL GLUTAMINE 2 (0.9) 0 (0.0) 

AMINOMETHYLBENZOIC ACID 2 (0.9) 0 (0.0) 

SODIUM CHLORIDE;TRANEXAMIC ACID 0 (0.0) 1 (1.0) 

TRANEXAMIC ACID 0 (0.0) 1 (1.0) 

 

ANILIDES 4 (1.9) 1 (1.0) 

PARACETAMOL 2 (0.9) 1 (1.0) 

AMANTADINE HYDROCHLORIDE;CAFFEINE;CHLORPHENAMINE MALEATE;COW 

BEZOAR;PARACETAMOL 

1 (0.5) 0 (0.0) 

CAFFEINE;PARACETAMOL 1 (0.5) 0 (0.0) 

 

COMBINATIONS OF PENICILLINS, INCL. BETA-LACTAMASE INHIBITORS 4 (1.9) 0 (0.0) 

PIPERACILLIN SODIUM;TAZOBACTAM SODIUM 2 (0.9) 0 (0.0) 

AMOXICILLIN;CLAVULANATE POTASSIUM 1 (0.5) 0 (0.0) 

MEZLOCILLIN;SULBACTAM 1 (0.5) 0 (0.0) 

PIPERACILLIN SODIUM;TAZOBACTAM 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OSMOTICALLY ACTING LAXATIVES 4 (1.9) 0 (0.0) 

LACTULOSE 2 (0.9) 0 (0.0) 

MANNITOL 2 (0.9) 0 (0.0) 

 

OTHER OPIOIDS 4 (1.9) 1 (1.0) 

TRAMADOL HYDROCHLORIDE 4 (1.9) 1 (1.0) 

 

THIRD-GENERATION CEPHALOSPORINS 4 (1.9) 1 (1.0) 

CEFOPERAZONE SODIUM;SULBACTAM SODIUM 2 (0.9) 0 (0.0) 

CEFOPERAZONE SODIUM;TAZOBACTAM 1 (0.5) 0 (0.0) 

CEFTAZIDIME 1 (0.5) 0 (0.0) 

CEFOTAXIME 0 (0.0) 1 (1.0) 

 

XANTHINES 4 (1.9) 3 (3.1) 

DOXOFYLLINE 3 (1.4) 1 (1.0) 

AMINOPHYLLINE 2 (0.9) 1 (1.0) 

THEOPHYLLINE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ACETIC ACID DERIVATIVES AND RELATED SUBSTANCES 3 (1.4) 0 (0.0) 

DICLOFENAC 1 (0.5) 0 (0.0) 

DICLOFENAC SODIUM 1 (0.5) 0 (0.0) 

INDOMETACIN 1 (0.5) 0 (0.0) 

 

OPIUM DERIVATIVES AND EXPECTORANTS 3 (1.4) 0 (0.0) 

PAPAVER SOMNIFERUM POWDER;PLATYCODON GRANDIFLORUS;POTASSIUM SULFATE 2 (0.9) 0 (0.0) 

BROMPHENIRAMINE MALEATE;CODEINE PHOSPHATE;EPHEDRINE 

HYDROCHLORIDE;GUAIFENESIN 

1 (0.5) 0 (0.0) 

 

OTHER AMINOGLYCOSIDES 3 (1.4) 0 (0.0) 

AMIKACIN 1 (0.5) 0 (0.0) 

ETIMICIN SULFATE 1 (0.5) 0 (0.0) 

GENTAMICIN 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER IMMUNOSTIMULANTS 3 (1.4) 5 (5.1) 

LENTINAN 1 (0.5) 0 (0.0) 

RIBONUCLEIC ACID 1 (0.5) 3 (3.1) 

UBENIMEX 1 (0.5) 0 (0.0) 

AMINO ACIDS NOS;NUCLEIC ACID NOS;POLYPEPTIDE 0 (0.0) 1 (1.0) 

LEUCOGEN 0 (0.0) 1 (1.0) 

THYMALFASIN 0 (0.0) 2 (2.0) 

 

SOLUTIONS FOR PARENTERAL NUTRITION 3 (1.4) 2 (2.0) 

AMINO ACIDS NOS 2 (0.9) 1 (1.0) 

ALANINE;ARGININE HYDROCHLORIDE;ASPARTIC ACID;CYSTEINE 

HYDROCHLORIDE;GLUTAMIC ACID;GLYCINE;HISTIDINE 

HYDROCHLORIDE;ISOLEUCINE;LEUCINE;LYSINE 

HYDROCHLORIDE;METHIONINE;PHENYLALANINE;PROLINE;SERINE;THREONINE;TRYPTO

PHAN, L-;TYROSINE;VALINE;XYLITOL 

1 (0.5) 0 (0.0) 

GLYCEROL;GLYCINE MAX SEED OIL;LECITHIN;MEDIUM-CHAIN TRIGLYCERIDES 1 (0.5) 0 (0.0) 

GLUCOSE 0 (0.0) 1 (1.0) 

 

SOLUTIONS PRODUCING OSMOTIC DIURESIS 3 (1.4) 0 (0.0) 

MANNITOL 3 (1.4) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

BENZODIAZEPINE DERIVATIVES 2 (0.9) 2 (2.0) 

ALPRAZOLAM 1 (0.5) 0 (0.0) 

ESTAZOLAM 1 (0.5) 1 (1.0) 

MIDAZOLAM 0 (0.0) 1 (1.0) 

 

BIGUANIDES 2 (0.9) 0 (0.0) 

METFORMIN HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

CONTACT LAXATIVES 2 (0.9) 1 (1.0) 

SENNA ALEXANDRINA 1 (0.5) 0 (0.0) 

SENNA ALEXANDRINA LEAF EXTRACT 1 (0.5) 1 (1.0) 

 

COXIBS 2 (0.9) 0 (0.0) 

CELECOXIB 2 (0.9) 0 (0.0) 

 

DIAZEPINES, OXAZEPINES, THIAZEPINES AND OXEPINES 2 (0.9) 0 (0.0) 

OLANZAPINE 2 (0.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

FLUOROQUINOLONES 2 (0.9) 1 (1.0) 

LEVOFLOXACIN 1 (0.5) 0 (0.0) 

LEVOFLOXACIN LACTATE 1 (0.5) 0 (0.0) 

LEVOFLOXACIN HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

INSULINS AND ANALOGUES FOR INJECTION, FAST-ACTING 2 (0.9) 1 (1.0) 

INSULIN 1 (0.5) 1 (1.0) 

INSULIN HUMAN 1 (0.5) 0 (0.0) 

 

LIVER THERAPY 2 (0.9) 2 (2.0) 

DIAMMONIUM GLYCYRRHIZINATE 1 (0.5) 1 (1.0) 

DIISOPROPYLAMINE DICHLOROACETATE 1 (0.5) 0 (0.0) 

GLYCYRRHIZIC ACID, AMMONIUM SALT 0 (0.0) 1 (1.0) 

MAGNESIUM ISOGLYCYRRHIZINATE 0 (0.0) 1 (1.0) 

POLYENE PHOSPHATIDYLCHOLINE 0 (0.0) 2 (2.0) 

 

LOCAL HEMOSTATICS 2 (0.9) 0 (0.0) 

EPINEPHRINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OPIOIDS IN COMBINATION WITH NON-OPIOID ANALGESICS 2 (0.9) 2 (2.0) 

OXYCODONE;PARACETAMOL 1 (0.5) 0 (0.0) 

PARACETAMOL;TRAMADOL HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CODEINE PHOSPHATE;IBUPROFEN 0 (0.0) 1 (1.0) 

DIHYDROCODEINE BITARTRATE;PARACETAMOL 0 (0.0) 1 (1.0) 

 

OPIUM ALKALOIDS AND DERIVATIVES 2 (0.9) 1 (1.0) 

CODEINE 1 (0.5) 0 (0.0) 

CODEINE PHOSPHATE 1 (0.5) 0 (0.0) 

CODEINE;ETHYLMORPHINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

OTHER ANALGESICS AND ANTIPYRETICS 2 (0.9) 0 (0.0) 

GABAPENTIN 2 (0.9) 0 (0.0) 

 

OTHER ANTINEOPLASTIC AGENTS 2 (0.9) 0 (0.0) 

DISODIUM CANTHARIDINATE;PYRIDOXINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER CARDIAC PREPARATIONS 2 (0.9) 2 (2.0) 

PHOSPHOCREATINE SODIUM 2 (0.9) 1 (1.0) 

SODIUM CHLORIDE;UBIDECARENONE 1 (0.5) 1 (1.0) 

MEGLUMINE ADENOSINE CYCLOPHOSPHATE 0 (0.0) 1 (1.0) 

 

ALPHA GLUCOSIDASE INHIBITORS 1 (0.5) 0 (0.0) 

ACARBOSE 1 (0.5) 0 (0.0) 

 

AMINO ACIDS, INCL. COMBINATIONS WITH POLYPEPTIDES 1 (0.5) 0 (0.0) 

(RS)-3 METHYL-2-OXOVALERIANIC ACID CALCIUM;(RS)-3-METHYL-2-OXOBUTYRIC ACID 

CALCIUM;CALCIUM (RS)-4-METHYL-2-OXOVALERIANAT;CALCIUM 

2-OXO-3-PHENYLPROPIONAT;DESMENINOL CALCIUM;HISTIDINE;LYSINE 

ACETATE;THREONINE;TRYPTOPHAN, L-;TYROSINE 

1 (0.5) 0 (0.0) 

 

ANTIDOTES 1 (0.5) 0 (0.0) 

GLUTATHIONE 1 (0.5) 0 (0.0) 

 

ANTIEMETICS AND ANTINAUSEANTS 1 (0.5) 0 (0.0) 

METOCLOPRAMIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ASCORBIC ACID (VITAMIN C), PLAIN 1 (0.5) 2 (2.0) 

ASCORBIC ACID 1 (0.5) 2 (2.0) 

 

BELLADONNA ALKALOIDS, TERTIARY AMINES 1 (0.5) 0 (0.0) 

ATROPINE SULFATE 1 (0.5) 0 (0.0) 

 

BETA-LACTAMASE RESISTANT PENICILLINS 1 (0.5) 0 (0.0) 

FLUCLOXACILLIN SODIUM 1 (0.5) 0 (0.0) 

 

BILE AND LIVER THERAPY 1 (0.5) 0 (0.0) 

BICYCLOL 1 (0.5) 0 (0.0) 

 

CALCIUM, COMBINATIONS WITH VITAMIN D AND/OR OTHER DRUGS 1 (0.5) 0 (0.0) 

CALCIUM CARBONATE;COLECALCIFEROL 1 (0.5) 0 (0.0) 

 

COLONY STIMULATING FACTORS 1 (0.5) 0 (0.0) 

FILGRASTIM 1 (0.5) 0 (0.0) 

 

DIHYDROPYRIDINE DERIVATIVES 1 (0.5) 0 (0.0) 

NIFEDIPINE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ENEMAS 1 (0.5) 1 (1.0) 

GLYCEROL 1 (0.5) 1 (1.0) 

 

EXPECTORANTS 1 (0.5) 1 (1.0) 

AMMONIUM CHLORIDE;PROMETHAZINE HYDROCHLORIDE;SULFOGAIACOL 1 (0.5) 0 (0.0) 

CINEOLE;DIPENTEN;PINENE 0 (0.0) 1 (1.0) 

 

FIRST-GENERATION CEPHALOSPORINS 1 (0.5) 0 (0.0) 

CEFAZOLIN SODIUM PENTAHYDRATE 1 (0.5) 0 (0.0) 

 

I.V. SOLUTION ADDITIVES 1 (0.5) 0 (0.0) 

BIOTIN;CYANOCOBALAMIN;ERGOCALCIFEROL;FOLIC 

ACID;GLYCINE;NICOTINAMIDE;PANTOTHENATE 

SODIUM;PHYTOMENADIONE;PYRIDOXINE HYDROCHLORIDE;RETINOL;RIBOFLAVIN 

SODIUM PHOSPHATE;SODIUM ASCORBATE;THIAMINE MONONITRATE;VITAMIN E NOS 

1 (0.5) 0 (0.0) 

 

IMIDAZOLINE RECEPTOR AGONISTS IN COMBINATION WITH DIURETICS 1 (0.5) 0 (0.0) 

CLONIDINE HYDROCHLORIDE;DIHYDRALAZINE SULFATE;HYDROCHLOROTHIAZIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

INSULINS AND ANALOGUES FOR INJECTION, LONG-ACTING 1 (0.5) 0 (0.0) 

INSULIN GLARGINE 1 (0.5) 0 (0.0) 

 

NON-SELECTIVE BETA-ADRENORECEPTOR AGONISTS 1 (0.5) 0 (0.0) 

METHOXYPHENAMINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

OTHER ANTIBIOTICS FOR TOPICAL USE 1 (0.5) 0 (0.0) 

GENTAMICIN SULFATE;VITAMIN B12 NOS 1 (0.5) 0 (0.0) 

 

OTHER ANTIHISTAMINES FOR SYSTEMIC USE 1 (0.5) 1 (1.0) 

LORATADINE 1 (0.5) 1 (1.0) 

 

OTHER DERMATOLOGICALS 1 (0.5) 0 (0.0) 

MAGNESIUM SULFATE 1 (0.5) 0 (0.0) 

 

OTHER DRUGS AFFECTING BONE STRUCTURE AND MINERALIZATION 1 (0.5) 0 (0.0) 

DENOSUMAB 1 (0.5) 0 (0.0) 

 

OTHER PLANT ALKALOIDS AND NATURAL PRODUCTS 1 (0.5) 0 (0.0) 

CINOBUFAGIN 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER PSYCHOSTIMULANTS AND NOOTROPICS 1 (0.5) 0 (0.0) 

VINPOCETINE 1 (0.5) 0 (0.0) 

 

POTASSIUM 1 (0.5) 3 (3.1) 

POTASSIUM CHLORIDE 1 (0.5) 0 (0.0) 

MAGNESIUM ASPARTATE;POTASSIUM ASPARTATE 0 (0.0) 1 (1.0) 

POTASSIUM CITRATE 0 (0.0) 1 (1.0) 

POTASSIUM PHOSPHATE DIBASIC;POTASSIUM PHOSPHATE MONOBASIC 0 (0.0) 1 (1.0) 

 

PREGNADIEN DERIVATIVES 1 (0.5) 0 (0.0) 

MEGESTROL ACETATE 1 (0.5) 0 (0.0) 

 

PROPIONIC ACID DERIVATIVES 1 (0.5) 0 (0.0) 

FLURBIPROFEN 1 (0.5) 0 (0.0) 

FLURBIPROFEN AXETIL 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PROPULSIVES 1 (0.5) 2 (2.0) 

ITOPRIDE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

DOMPERIDONE 0 (0.0) 1 (1.0) 

METOCLOPRAMIDE 0 (0.0) 1 (1.0) 

METOCLOPRAMIDE DIHYDROCHLORIDE 0 (0.0) 2 (2.0) 

 

PROTEIN SUPPLEMENTS 1 (0.5) 0 (0.0) 

WHEY PROTEIN 1 (0.5) 0 (0.0) 

 

SECOND-GENERATION CEPHALOSPORINS 1 (0.5) 1 (1.0) 

CEFACLOR 1 (0.5) 0 (0.0) 

CEFONICID SODIUM 0 (0.0) 1 (1.0) 

 

SELECTIVE BETA-2-ADRENORECEPTOR AGONISTS 1 (0.5) 0 (0.0) 

SALBUTAMOL 1 (0.5) 0 (0.0) 

 

SODIUM 1 (0.5) 0 (0.0) 

SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SOFTENERS, EMOLLIENTS 1 (0.5) 0 (0.0) 

DOCUSATE SODIUM 1 (0.5) 0 (0.0) 

 

SOLUTIONS AFFECTING THE ELECTROLYTE BALANCE 1 (0.5) 0 (0.0) 

SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

 

SULFONAMIDES, PLAIN 1 (0.5) 2 (2.0) 

FUROSEMIDE 1 (0.5) 2 (2.0) 

TORASEMIDE 1 (0.5) 0 (0.0) 

 

VARIOUS ALIMENTARY TRACT AND METABOLISM PRODUCTS 1 (0.5) 1 (1.0) 

OXIDIZED STARCH 1 (0.5) 0 (0.0) 

ADENOSINE;COENZYME A;NADIDE 0 (0.0) 1 (1.0) 

 

VITAMINS WITH MINERALS 1 (0.5) 1 (1.0) 

VITAMINS WITH MINERALS 1 (0.5) 0 (0.0) 

MINERALS NOS;VITAMINS NOS 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ADRENERGICS IN COMBINATIONS WITH ANTICHOLINERGICS INCL. TRIPLE COMBINATIONS 

WITH CORTICOSTEROIDS 

0 (0.0) 1 (1.0) 

IPRATROPIUM BROMIDE;SALBUTAMOL SULFATE 0 (0.0) 1 (1.0) 

 

ALPHA- AND BETA-ADRENORECEPTOR AGONISTS 0 (0.0) 1 (1.0) 

EPHEDRINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

AMINOALKYL ETHERS 0 (0.0) 1 (1.0) 

DIPHENHYDRAMINE 0 (0.0) 1 (1.0) 

 

ANESTHETICS, LOCAL 0 (0.0) 1 (1.0) 

LIDOCAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

ANTACIDS WITH SODIUM BICARBONATE 0 (0.0) 1 (1.0) 

SODIUM BICARBONATE 0 (0.0) 1 (1.0) 

 

BLOOD SUBSTITUTES AND PLASMA PROTEIN FRACTIONS 0 (0.0) 1 (1.0) 

ALBUMIN NOS 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ELECTROLYTE SOLUTIONS 0 (0.0) 3 (3.1) 

CALCIUM GLUCONATE 0 (0.0) 1 (1.0) 

MAGNESIUM SULFATE 0 (0.0) 1 (1.0) 

POTASSIUM CHLORIDE 0 (0.0) 2 (2.0) 

 

ENZYME PREPARATIONS 0 (0.0) 1 (1.0) 

ENZYME PREPARATIONS 0 (0.0) 1 (1.0) 

 

FOURTH-GENERATION CEPHALOSPORINS 0 (0.0) 1 (1.0) 

CEFOSELIS SULFATE 0 (0.0) 1 (1.0) 

 

GENERAL NUTRIENTS 0 (0.0) 1 (1.0) 

TRACE ELEMENTS NOS 0 (0.0) 1 (1.0) 

 

H2-RECEPTOR ANTAGONISTS 0 (0.0) 2 (2.0) 

CIMETIDINE 0 (0.0) 1 (1.0) 

RANITIDINE BISMUTH CITRATE 0 (0.0) 1 (1.0) 

 

HEPARIN GROUP 0 (0.0) 1 (1.0) 

HEPARIN CALCIUM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

NUCLEOSIDE AND NUCLEOTIDE REVERSE TRANSCRIPTASE INHIBITORS 0 (0.0) 1 (1.0) 

LAMIVUDINE 0 (0.0) 1 (1.0) 

 

OPIOID ANESTHETICS 0 (0.0) 1 (1.0) 

REMIFENTANIL 0 (0.0) 1 (1.0) 

 

OTHER ANTIEMETICS 0 (0.0) 1 (1.0) 

PROMETHAZINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

OTHER GENERAL ANESTHETICS 0 (0.0) 1 (1.0) 

PROPOFOL 0 (0.0) 1 (1.0) 

 

OTHER NON-THERAPEUTIC AUXILIARY PRODUCTS 0 (0.0) 1 (1.0) 

ETHYLENEDIAMINE DIACETURATE 0 (0.0) 1 (1.0) 

 

OTHER PLAIN VITAMIN PREPARATIONS 0 (0.0) 1 (1.0) 

PYRIDOXINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SEROTONIN (5HT3) ANTAGONISTS 0 (0.0) 5 (5.1) 

ONDANSETRON 0 (0.0) 1 (1.0) 

ONDANSETRON HYDROCHLORIDE 0 (0.0) 3 (3.1) 

PALONOSETRON HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

SUBSTITUTED ALKYLAMINES 0 (0.0) 1 (1.0) 

CHLORPHENAMINE 0 (0.0) 1 (1.0) 

CHLORPHENAMINE MALEATE 0 (0.0) 1 (1.0) 

 

VITAMIN B12 (CYANOCOBALAMIN AND ANALOGUES) 0 (0.0) 2 (2.0) 

VITAMIN B12 NOS 0 (0.0) 2 (2.0) 

 

XANTHINES AND ADRENERGICS 0 (0.0) 1 (1.0) 

AMINOPHYLLINE;CHLORPHENAMINE MALEATE;METHOXYPHENAMINE 

HYDROCHLORIDE;NOSCAPINE 

0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

Patients Who Received any Concomitant Medication 197 (92.5) 97 (99.0) 

 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE 79 (37.1) 50 (51.0) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE 25 (11.7) 11 (11.2) 

ACONITUM KUSNEZOFFII ROOT;HERBAL NOS 13 (6.1) 3 (3.1) 

CALCIUM SULFATE DIHYDRATE;DRYOPTERIS CRASSIRHIZOMA RHIZOME;EPHEDRA SPP. 

HERB;FORSYTHIA SUSPENSA;GLYCYRRHIZA SPP. ROOT WITH RHIZOME;HOUTTUYNIA 

CORDATA HERB;ISATIS TINCTORIA ROOT;LONICERA JAPONICA 

FLOWER;MENTHOL;POGOSTEMON CABLIN HERB;PRUNUS SPP. SEED;RHEUM SPP. ROOT 

WITH RHIZOME;RHODIOLA CRENULATA ROOT WITH RHIZOME 

5 (2.3) 0 (0.0) 

ASTER AGERATOIDES HERB;FIRMIANA SIMPLEX ROOT;METAGENTIANA RHODANTHA 

HERB WITH ROOT;PEUCEDANUM PRAERUPTORUM ROOT;SCLEROMITRION DIFFUSUM 

HERB;SCUTELLARIA BAICALENSIS ROOT;STEMONA SESSILIFOLIA ROOT TUBER 

4 (1.9) 0 (0.0) 

OPHIOPOGON JAPONICUS ROOT TUBER;PANAX GINSENG 4 (1.9) 0 (0.0) 

ARCTIUM LAPPA FRUIT;CICADA SLOUGH;EPHEDRA SPP. HERB;ERIOBOTRYA JAPONICA 

LEAF;PERILLA FRUTESCENS FRUIT;PERILLA FRUTESCENS LEAF;PEUCEDANUM 

PRAERUPTORUM ROOT;PHERETIMA SPP.;SCHISANDRA CHINENSIS FRUIT 

3 (1.4) 6 (6.1) 

ARDISIA JAPONICA HERB;COW BEZOAR;INDOMETACIN;PANAX NOTOGINSENG 

ROOT;PEARL;URENA LOBATA 

3 (1.4) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

BIDENS BITERNATA;CAFFEINE;CHLORPHENAMINE MALEATE;CHRYSANTHEMUM 

INDICUM FLOWER;ILEX ASPRELLA ROOT;MELICOPE PTELEIFOLIA;MENTHA CANADENSIS 

OIL;PARACETAMOL 

3 (1.4) 0 (0.0) 

CANNABIS SATIVA FRUIT;CITRUS AURANTIUM UNRIPE FRUIT;MAGNOLIA OFFICINALIS 

BARK;PRUNUS SPP. SEED;RHEUM SPP. ROOT WITH STEM 

3 (1.4) 2 (2.0) 

SANGUISORBA OFFICINALIS 3 (1.4) 17 (17.3) 

AMBER (FOSSILIZED TREE RESIN);CODONOPSIS PILOSULA ROOT;NARDOSTACHYS 

JATAMANSI ROOT WITH RHIZOME;PANAX NOTOGINSENG ROOT;POLYGONATUM 

SIBIRICUM ROOT 

2 (0.9) 2 (2.0) 

ARECA CATECHU SEED;CHICKEN'S GIZZARD-MEMBRANE;CITRUS AURANTIUM 

FRUIT;CITRUS AURANTIUM PERICARP;CITRUS MEDICA FRUIT;CITRUS SPP. 

FRUIT;CYPERUS ROTUNDUS RHIZOME;PERILLA FRUTESCENS STEM 

2 (0.9) 0 (0.0) 

BAICALIN;BUFFALO HORN;CHOLIC ACID;CONCHA MARGARITIFERA;GARDENIA 

JASMINOIDES FRUIT;HYODEOXYCHOLIC ACID;ISATIS TINCTORIA ROOT;LONICERA 

JAPONICA FLOWER 

2 (0.9) 1 (1.0) 

BORNEOL;PANAX NOTOGINSENG ROOT;SALVIA MILTIORRHIZA ROOT 2 (0.9) 0 (0.0) 

BRUCEA JAVANICA OIL;GLYCEROL;LECITHIN 2 (0.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

CITRUS AURANTIUM FRUIT PEEL;CITRUS AURANTIUM UNRIPE FRUIT;EPHEDRA SPP. 

HERB;GLYCYRRHIZA SPP. ROOT WITH RHIZOME;PERILLA FRUTESCENS 

LEAF;PEUCEDANUM PRAERUPTORUM ROOT;PINELLIA TERNATA TUBER;PLATYCODON 

GRANDIFLORUS ROOT;PORIA COCOS SCLEROTIUM;PRUNUS SPP. SEED;SCUTELLARIA 

BAICALENSIS ROOT 

2 (0.9) 0 (0.0) 

CITRUS AURANTIUM FRUIT PEEL;CRATAEGUS PINNATIFIDA FRUIT;DIOSCOREA 

POLYSTACHYA RHIZOME;HORDEUM VULGARE SPROUT;PSEUDOSTELLARIA 

HETEROPHYLLA RHIZOME 

2 (0.9) 0 (0.0) 

CURCUMA LONGA;HERBAL NOS;PHLOMOIDES ROTATA 2 (0.9) 0 (0.0) 

CYNANCHUM STAUNTONII ROOT WITH RHIZOME;ERIOBOTRYA JAPONICA 

LEAF;MENTHOL;MORUS ALBA ROOT BARK;PAPAVER SOMNIFERUM PEEL;PLATYCODON 

GRANDIFLORUS ROOT;STEMONA SESSILIFOLIA ROOT TUBER 

2 (0.9) 1 (1.0) 

EPHEDRA SPP. HERB;GLYCYRRHIZA SPP. ROOT WITH RHIZOME;PRUNUS SPP. 

SEED;ZINGIBER OFFICINALE RHIZOME 

2 (0.9) 0 (0.0) 

ERIOBOTRYA JAPONICA 2 (0.9) 0 (0.0) 

GANODERMA CAPENSE 2 (0.9) 1 (1.0) 

PANAX NOTOGINSENG 2 (0.9) 0 (0.0) 

ACHYRANTHES ASPERA;CHAENOMELES SPECIOSA;CIBOTIUM BAROMETZ 

RHIZOME;CLEMATIS CHINENSIS ROOT WITH RHIZOME;CODONOPSIS JAVANICA 

ROOT;CULLEN CORYLIFOLIUM FRUIT;CURCUMA LONGA RHIZOME;EPIMEDIUM SPP. 

LEAF;PTYAS DHUMNADES;PUERARIA LOBATA ROOT 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ACHYRANTHES BIDENTATA ROOT;ANGELICA SINENSIS ROOT;ARDISIA CRENATA 

ROOT;CULLEN CORYLIFOLIUM FRUIT;DEER VELVET;DIOSCOREA 

OPPOSITIFOLIA;LIGUSTICUM CHUANXIONG RHIZOME;LYCIUM CHINENSE 

FRUIT;OPHIOPOGON JAPONICUS ROOT TUBER;PANAX GINSENG PROCESSED 

ROOT;POLYGALA SPP. ROOT;PORIA COCOS SCLEROTIUM;REHMANNIA GLUTINOSA ROOT 

TUBER;SCHISANDRA CHINENSIS FRUIT;SCROPHULARIA NINGPOENSIS ROOT;ZIZIPHUS 

JUJUBA FRUIT 

1 (0.5) 0 (0.0) 

ADENOPHORA SPP. ROOT;CITRUS AURANTIUM PERICARP;CITRUS AURANTIUM UNRIPE 

FRUIT;CYNANCHUM SPP. ROOT WITH RHIZOME;DESCURAINIA SOPHIA SEED;EPHEDRA 

SPP. HERB;FRITILLARIA SPP. BULB;GINKGO BILOBA SEED;GLYCYRRHIZA SPP. ROOT WITH 

RHIZOME;LEPIDIUM APETALUM SEED;MAGNOLIA OFFICINALIS BARK;MENTHA 

CANADENSIS HERB;MORUS ALBA LEAF;PAPAVER SOMNIFERUM PERICARP;PERILLA 

FRUTESCENS FRUIT;PERILLA FRUTESCENS LEAF;PEUCEDANUM PRAERUPTORUM 

ROOT;PINELLIA TERNATA TUBER;PLATYCODON GRANDIFLORUS ROOT;PORIA COCOS 

SCLEROTIUM;SAPOSHNIKOVIA DIVARICATA ROOT;SCUTELLARIA BAICALENSIS 

ROOT;SODIUM BORATE DECAHYDRATE 

1 (0.5) 0 (0.0) 

ANEMARRHENA ASPHODELOIDES;FRITILLARIA SPP. BULB;GEKKO GECKO;GLYCYRRHIZA 

SPP. ROOT WITH RHIZOME;MORUS ALBA ROOT BARK;PANAX GINSENG;PORIA 

COCOS;PRUNUS ARMENIACA SEED 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ANGELICA DAHURICA ROOT;ARISAEMA SPP. TUBER;ATRACTYLODES LANCEA 

RHIZOME;CITRUS AURANTIUM FRUIT PEEL;CURCUMA LONGA RHIZOME;GLYCYRRHIZA 

SPP. ROOT WITH RHIZOME;MAGNOLIA OFFICINALIS BARK;PHELLODENDRON CHINENSE 

BARK;RHEUM SPP. ROOT WITH RHIZOME;TRICHOSANTHES KIRILOWII ROOT 

1 (0.5) 0 (0.0) 

ANGELICA DAHURICA ROOT;BUPLEURUM SPP. ROOT;CORYDALIS BUNGEANA 

HERB;MENTHA CANADENSIS HERB;PERILLA FRUTESCENS LEAF;PHRAGMITES 

COMMUNIS RHIZOME;PLATYCODON GRANDIFLORUS ROOT;PRUNUS SPP. SEED;PUERARIA 

LOBATA ROOT;SAPOSHNIKOVIA DIVARICATA ROOT;SCHIZONEPETA TENUIFOLIA SPIKE 

1 (0.5) 0 (0.0) 

ANGELICA DAHURICA VAR. FORMOSANA ROOT;ARISAEMA CONSANGUINEUM 

RHIZOME;ATRACTYLODES LANCEA RHIZOME;CITRUS AURANTIUM FRUIT 

PEEL;CURCUMA LONGA RHIZOME;GLYCYRRHIZA URALENSIS ROOT WITH 

RHIZOME;MAGNOLIA OFFICINALIS BARK;PHELLODENDRON AMURENSE BARK;RHEUM 

PALMATUM ROOT WITH RHIZOME;TRICHOSANTHES KIRILOWII ROOT 

1 (0.5) 3 (3.1) 

ANGELICA SINENSIS ROOT;ASTRAGALUS MONGHOLICUS ROOT;CODONOPSIS SPP. 

ROOT;COPTIS SPP. RHIZOME;CORYDALIS YANHUSUO TUBER;CRATAEGUS PINNATIFIDA 

LEAF;EPIMEDIUM SPP. LEAF;GANODERMA LUCIDUM SPOROCARP;GLYCYRRHIZA SPP. 

ROOT WITH RHIZOME;PANAX GINSENG ROOT;PUERARIA LOBATA ROOT;REHMANNIA 

GLUTINOSA ROOT TUBER;SALVIA MILTIORRHIZA ROOT WITH RHIZOME 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ANGELICA SINENSIS ROOT;ASTRAGALUS SPP. ROOT;CURCUMA SPP. ROOT 

TUBER;POTENTILLA INDICA HERB;SALVIA MILTIORRHIZA ROOT WITH 

RHIZOME;SCUTELLARIA BARBATA HERB;SOLANUM LYRATUM;SOLANUM NIGRUM 

1 (0.5) 0 (0.0) 

ANGELICA SINENSIS ROOT;CARTHAMUS TINCTORIUS FLOWER;LIGUSTICUM 

CHUANXIONG RHIZOME;PAEONIA LACTIFLORA SUN DRIED ROOT;SALVIA MILTIORRHIZA 

ROOT 

1 (0.5) 0 (0.0) 

ANIMAL FECES NOS;BOMBYX MORI 1 (0.5) 0 (0.0) 

ANIMAL HORN NOS;BEAR BILE;FORSYTHIA SUSPENSA FRUIT;LONICERA JAPONICA 

FLOWER;SCUTELLARIA BAICALENSIS ROOT 

1 (0.5) 4 (4.1) 

ARECA CATECHU SEED;AUCKLANDIA COSTUS ROOT;CITRUS AURANTIUM UNRIPE 

FRUIT;LINDERA AGGREGATA ROOT 

1 (0.5) 0 (0.0) 

ARTEMISIA ANNUA HERB;GARDENIA JASMINOIDES FRUIT;LONICERA JAPONICA FLOWER 

BUD 

1 (0.5) 3 (3.1) 

ARTEMISIA CAPILLARIS HERB;BUPLEURUM CHINENSE, ROOT;INULA HELENIUM 

ROOT;ISATIS TINCTORIA LEAF;LONICERA JAPONICA FLOWER;LYSIMACHIA CHRISTINIAE 

HERB;RHEUM PALMATUM ROOT WITH RHIZOME;SCUTELLARIA BAICALENSIS ROOT 

1 (0.5) 0 (0.0) 

ARTEMISIA SPP. HERB;BUPLEURUM CHINENSE, ROOT;ISATIS TINCTORIA 

ROOT;SCHISANDRA CHINENSIS FRUIT;SWINE BILE;VIGNA RADIATA 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ASPARAGUS COCHINCHINENSIS ROOT TUBER;CANARIUM ALBUM FRUIT;CICADA 

SLOUGH;MENTHA CANADENSIS OIL;OPHIOPOGON JAPONICUS ROOT TUBER;OROXYLUM 

INDICUM SEED;PAEONIA X SUFFRUTICOSA BARK;REHMANNIA GLUTINOSA ROOT 

TUBER;SCROPHULARIA NINGPOENSIS ROOT;STEMONA SPP. ROOT 

TUBER;STROBILANTHES CUSIA ROOT WITH RHIZOME;TUSSILAGO FARFARA FLOWER 

BUD 

1 (0.5) 0 (0.0) 

ASTRAGALUS MONGHOLICUS ROOT;BLOOD, PIG;ZIZIPHUS JUJUBA FRUIT 1 (0.5) 0 (0.0) 

ASTRAGALUS MONGHOLICUS ROOT;CARTHAMUS TINCTORIUS FLOWER;RHEUM 

PALMATUM ROOT WITH RHIZOME;SALVIA MILTIORRHIZA ROOT 

1 (0.5) 0 (0.0) 

ASTRAGALUS MONGHOLICUS ROOT;CIBOTIUM BAROMETZ RHIZOME;ECLIPTA 

PROSTRATA HERB;FALLOPIA MULTIFLORA ROOT TUBER;LIGUSTRUM LUCIDUM 

FRUIT;MORUS ALBA FRUIT;PAEONIA LACTIFLORA ROOT 

1 (0.5) 2 (2.0) 

ASTRAGALUS MONGHOLICUS ROOT;CODONOPSIS PILOSULA ROOT 1 (0.5) 0 (0.0) 

ASTRAGALUS MONGHOLICUS ROOT;OXYMATRINE;PANAX GINSENG DRY EXTRACT 1 (0.5) 0 (0.0) 

ASTRAGALUS SPP. ROOT;ATRACTYLODES MACROCEPHALA, RHIZOMA;FALLOPIA 

MULTIFLORA ROOT TUBER;MORUS ALBA ROOT BARK;PAEONIA LACTIFLORA 

ROOT;PLANTAGO SPP. HERB;PORIA COCOS SCLEROTIUM;RHEUM SPP. ROOT WITH 

RHIZOME;SALVIA MILTIORRHIZA ROOT WITH RHIZOME;SOPHORA FLAVESCENS ROOT 

1 (0.5) 0 (0.0) 

ATRACTYLODES MACROCEPHALA, RHIZOMA;DEER VELVET;DIOSCOREA OPPOSITIFOLIA 

RHIZOME;LABLAB PURPUREUS SEED;MORUS ALBA TWIG;ORYZA SATIVA 

FRUIT;PHELLODENDRON CHINENSE BARK;PLACENTA 

1 (0.5) 0 (0.0) 

BAMBUSA SPP. 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

BORNEOL;LIGUSTICUM CHUANXIONG RHIZOME 1 (0.5) 0 (0.0) 

BRUCEA JAVANICA OIL 1 (0.5) 0 (0.0) 

CAMPHOR;GLYCYRRHIZA SPP. ROOT WITH RHIZOME;ILLICIUM VERUM OIL;PAPAVER 

SOMNIFERUM LATEX;SODIUM BENZOATE 

1 (0.5) 0 (0.0) 

CANNABIS SATIVA FRUIT;CITRUS AURANTIUM UNRIPE FRUIT;MAGNOLIA OFFICINALIS 

BARK;PAEONIA LACTIFLORA ROOT;PRUNUS SPP. SEED;RHEUM SPP. ROOT WITH RHIZOME 

1 (0.5) 0 (0.0) 

CINNAMOMUM CAMPHORA ROOT;EUPHORBIA SPP. HERB;EXALLAGE 

CHRYSOTRICHA;LIQUIDAMBAR FORMOSANA LEAF;MOSLA CHINENSIS HERB 

1 (0.5) 0 (0.0) 

CITRUS AURANTIUM SUBMATURE FRUIT;MAGNOLIA OFFICINALIS 

FLOWER;MIRABILITE;RHEUM SPP. ROOT WITH RHIZOME 

1 (0.5) 0 (0.0) 

CITRUS MAXIMA;CYNANCHUM STAUNTONII;DELPHINIUM 

GRANDIFLORUM;GLYCYRRHIZA SPP.;PINELLIA TERNATA;PORIA COCOS;PRUNUS 

SPP.;SCHISANDRA CHINENSIS 

1 (0.5) 4 (4.1) 

CORDYCEPS MILITARIS 1 (0.5) 1 (1.0) 

CORYDALIS BUNGEANA HERB;ISATIS TINCTORIA ROOT;SCUTELLARIA BAICALENSIS 

ROOT;TARAXACUM MONGOLICUM HERB 

1 (0.5) 0 (0.0) 

CURCUMA LONGA 1 (0.5) 0 (0.0) 

DIPYRIDAMOLE;GINKGO BILOBA LEAF EXTRACT 1 (0.5) 0 (0.0) 

EPHEDRA SPP. 1 (0.5) 0 (0.0) 

EUCALYPTUS GLOBULUS OIL;LEVOMENTHOL 1 (0.5) 0 (0.0) 

FORSYTHIA SUSPENSA FRUIT;LONICERA JAPONICA FLOWER BUD;SCUTELLARIA 

BAICALENSIS ROOT 

1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

GARDENIA JASMINOIDES FRUIT;ISATIS TINCTORIA ROOT;PHELLODENDRON CHINENSE 

BARK;SCAPHIUM AFFINE SEED;SCUTELLARIA BAICALENSIS ROOT 

1 (0.5) 1 (1.0) 

GLYCYRRHIZA GLABRA 1 (0.5) 1 (1.0) 

JACOBAEA CANNABIFOLIA HERB 1 (0.5) 0 (0.0) 

LESPEDEZA BICOLOR 1 (0.5) 0 (0.0) 

MONASCUS PURPUREUS 1 (0.5) 0 (0.0) 

PANAX GINSENG POLYSACCHARIDE EXTRACT 1 (0.5) 0 (0.0) 

PANAX NOTOGINSENG ROOT TOTAL SAPONIN EXTRACT 1 (0.5) 0 (0.0) 

PERIPLANETA AMERICANA 1 (0.5) 1 (1.0) 

THESIUM CHINENSE HERB 1 (0.5) 0 (0.0) 

ACHYRANTHES BIDENTATA ROOT;ANGELICA SINENSIS ROOT;ASTRAGALUS SPP. 

ROOT;BOSWELLIA SACRA;CARTHAMUS TINCTORIUS FLOWER;CINNAMOMUM CASSIA 

TWIG;COMMIPHORA MYRRHA RESIN;LEECH;LIGUSTICUM CHUANXIONG 

RHIZOME;MESOBUTHUS MARTENSII;MORUS ALBA TWIG;PAEONIA OFFICINALIS SUBSP. 

OFFICINALIS ROOT;PHERETIMA SPP.;PRUNUS PERSICA SEED;SALVIA MILTIORRHIZA 

ROOT WITH RHIZOME;SPATHOLOBUS SUBERECTUS STEM 

0 (0.0) 1 (1.0) 

ADENOPHORA TRIPHYLLA ROOT;CITRUS MAXIMA PEEL;ERIOBOTRYA JAPONICA 

LEAF;FRITILLARIA CIRRHOSA BULB;HONEY;MENTHOL;PLATYCODON GRANDIFLORUS 

ROOT;POLYGALA TENUIFOLIA ROOT;PORIA COCOS SCLEROTIUM;PRUNUS ARMENIACA 

SEED;SCHISANDRA CHINENSIS FRUIT;TRICHOSANTHES KIRILOWII SEED;TUSSILAGO 

FARFARA FLOWER;ZINGIBER OFFICINALE RHIZOME 

0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

AESCULUS HIPPOCASTANUM EXTRACT 0 (0.0) 1 (1.0) 

ALBIZIA JULIBRISSIN FLOWER;CALCIUM SULFATE;ELEUTHEROCOCCUS SENTICOSUS 

ROOT WITH RHIZOME;FALLOPIA MULTIFLORA STEM;JUNCUS EFFUSUS STEM 

PITH;LILIUM SPP.;OPHIOPOGON JAPONICUS ROOT TUBER;OYSTER SHELL;POLYGALA 

TENUIFOLIA ROOT;PORIA COCOS;REHMANNIA GLUTINOSA ROOT;SALVIA MILTIORRHIZA 

ROOT WITH RHIZOME;SCHISANDRA CHINENSIS FRUIT;SCROPHULARIA NINGPOENSIS 

ROOT;ZIZIPHUS JUJUBA SEED 

0 (0.0) 1 (1.0) 

ALISMA ORIENTALE RHIZOME;ANGELICA SINENSIS ROOT;ASARUM SPP. ROOT WITH 

RHIZOME;ASTRAGALUS SPP. ROOT;CUSCUTA SPP. SEED;DEER HORN;GASTRODIA ELATA 

TUBER;LYCIUM BARBARUM FRUIT;PANAX GINSENG ROOT;REHMANNIA GLUTINOSA 

ROOT TUBER;SENNA SPP. SEED 

0 (0.0) 1 (1.0) 

ALISMA ORIENTALE RHIZOME;ANGELICA SINENSIS ROOT;ASARUM SPP. 

ROOT;ASTRAGALUS MONGHOLICUS ROOT;CUSCUTA SPP. SEED;DEER HORN;GASTRODIA 

ELATA RHIZOME;LYCIUM BARBARUM FRUIT;PANAX GINSENG ROOT;REHMANNIA 

GLUTINOSA PROCESSED ROOT;SENNA SPP. SEED 

0 (0.0) 1 (1.0) 

ALISMA ORIENTALE;ASTRAGALUS SPP. ROOT;DIOSCOREA OPPOSITIFOLIA 

RHIZOME;LYCIUM BARBARUM FRUIT;OPHIOPOGON JAPONICUS ROOT TUBER;PORIA 

COCOS SCLEROTIUM;REHMANNIA GLUTINOSA ROOT TUBER;RUBUS CHINGII 

FRUIT;SAPONIN;SCHISANDRA CHINENSIS FRUIT;TRICHOSANTHES SPP. ROOT 

0 (0.0) 1 (1.0) 

AMBER (FOSSILIZED TREE RESIN);BORNEOL;CALAMINE;COW 

BEZOAR;MUSK;PEARL;SODIUM BORATE 

0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

AMMONIA;AMMONIUM CHLORIDE;CAMPHOR;GLYCEROL;GLYCYRRHIZA SPP. 

ROOT;GUAIFENESIN 

0 (0.0) 1 (1.0) 

ANGELICA SINENSIS ROOT;ASTRAGALUS MONGHOLICUS ROOT;CARTHAMUS 

TINCTORIUS FLOWER;LIGUSTICUM CHUANXIONG RHIZOME;PAEONIA SPP. 

ROOT;PHERETIMA SPP.;PRUNUS SPP. SEED 

0 (0.0) 1 (1.0) 

ANGELICA SINENSIS ROOT;CISTANCHE DESERTICOLA STEM;SENNA ALEXANDRINA LEAF 0 (0.0) 1 (1.0) 

ARACHIS HYPOGAEA 0 (0.0) 1 (1.0) 

ARCTIUM LAPPA FRUIT;ASCORBIC ACID;CHLORPHENAMINE MALEATE;FORSYTHIA 

SUSPENSA FRUIT;GLYCINE MAX FERMENTED SEED;GLYCYRRHIZA URALENSIS ROOT 

WITH RHIZOME;LONICERA JAPONICA FLOWER BUD;LOPHATHERUM GRACILE 

HERB;MENTHA CANADENSIS OIL;PARACETAMOL;PHRAGMITES COMMUNIS 

RHIZOME;PLATYCODON GRANDIFLORUS ROOT;SCHIZONEPETA TENUIFOLIA HERB 

0 (0.0) 1 (1.0) 

ASTER TATARICUS ROOT WITH RHIZOME;ASTRAGALUS SPP. ROOT;CODONOPSIS SPP. 

ROOT;FRITILLARIA SPP. BULB;PYRUS BRETSCHNEIDERI PASTE;STEMONA SPP. ROOT 

TUBER 

0 (0.0) 1 (1.0) 

ASTRAGALUS MONGHOLICUS ROOT 0 (0.0) 1 (1.0) 

ASTRAGALUS MONGHOLICUS ROOT;LIGUSTRUM LUCIDUM FRUIT 0 (0.0) 1 (1.0) 

BORNEOL;CITRULLUS LANATUS FRUIT;COPTIS SPP. RHIZOME;FRITILLARIA THUNBERGII 

BULB;GLYCYRRHIZA SPP. ROOT WITH RHIZOME;INDIGO;IRIS DOMESTICA 

RHIZOME;MENTHOL;MIRABILITE;PHELLODENDRON CHINENSE BARK;RHEUM SPP. ROOT 

WITH RHIZOME;SAPINDUS MUKOROSSI FRUIT;SCUTELLARIA BAICALENSIS 

ROOT;SODIUM BORATE DECAHYDRATE;SOPHORA TONKINENSIS ROOT WITH RHIZOME 

0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

BUPLEURUM CHINENSE, ROOT 0 (0.0) 1 (1.0) 

CALLICARPA NUDIFLORA LEAF 0 (0.0) 1 (1.0) 

CITRUS MAXIMA PEEL 0 (0.0) 1 (1.0) 

CITRUS RETICULATA 0 (0.0) 1 (1.0) 

CLEMATIS ARMANDII STEM;DIANTHUS SUPERBUS HERB;JUNCUS EFFUSUS 

HERB;LONICERA JAPONICA FLOWER BUD;LOPHATHERUM GRACILE HERB;PLANTAGO 

ASIATICA SEED;POLYGONUM AVICULARE HERB;PYRROSIA LINGUA LEAF;SCUTELLARIA 

BARBATA HERB;TAXILLUS CHINENSIS HERB 

0 (0.0) 1 (1.0) 

CODONOPSIS PILOSULA ROOT;LYCIUM BARBARUM FRUIT 0 (0.0) 2 (2.0) 

CORDYCEPS SINENSIS 0 (0.0) 1 (1.0) 

CYNARA CARDUNCULUS EXTRACT 0 (0.0) 1 (1.0) 

ERIOBOTRYA JAPONICA LEAF;FRITILLARIA CIRRHOSA BULB FLUID EXTRACT;MENTHA 

CANADENSIS;PLATYCODON GRANDIFLORUS ROOT 

0 (0.0) 1 (1.0) 

FAGOPYRUM ESCULENTUM 0 (0.0) 1 (1.0) 

FRITILLARIA SPP. 0 (0.0) 1 (1.0) 

LESPEDEZA CAPITATA EXTRACT 0 (0.0) 1 (1.0) 

PANAX GINSENG TOTAL GINSENOSIDE EXTRACT 0 (0.0) 1 (1.0) 

SCHISANDRA CHINENSIS FRUIT;SILYBUM MARIANUM FRUIT 0 (0.0) 1 (1.0) 

SCHISANDRA SPHENANTHERA FRUIT 0 (0.0) 1 (1.0) 

SMILAX SPP. TUBER;SOPHORA FLAVESCENS ROOT 0 (0.0) 2 (2.0) 

STEMONA SPP. 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

GLUCOCORTICOIDS 64 (30.0) 91 (92.9) 

DEXAMETHASONE SODIUM PHOSPHATE 18 (8.5) 25 (25.5) 

BUDESONIDE 17 (8.0) 6 (6.1) 

DEXAMETHASONE 14 (6.6) 59 (60.2) 

METHYLPREDNISOLONE SODIUM SUCCINATE 13 (6.1) 8 (8.2) 

METHYLPREDNISOLONE 11 (5.2) 3 (3.1) 

PREDNISONE 8 (3.8) 0 (0.0) 

PREDNISONE ACETATE 6 (2.8) 0 (0.0) 

HYDROCORTISONE 3 (1.4) 0 (0.0) 

DEXAMETHASONE ACETATE 2 (0.9) 48 (49.0) 

PREDNISOLONE 2 (0.9) 0 (0.0) 

BETAMETHASONE SODIUM PHOSPHATE 1 (0.5) 4 (4.1) 

PREDNISOLONE ACETATE 1 (0.5) 0 (0.0) 

BECLOMETASONE DIPROPIONATE 0 (0.0) 1 (1.0) 

DEFLAZACORT 0 (0.0) 2 (2.0) 

GLUCOCORTICOIDS 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PROTON PUMP INHIBITORS 63 (29.6) 73 (74.5) 

OMEPRAZOLE 18 (8.5) 23 (23.5) 

LANSOPRAZOLE 17 (8.0) 28 (28.6) 

PANTOPRAZOLE SODIUM SESQUIHYDRATE 15 (7.0) 18 (18.4) 

OMEPRAZOLE SODIUM 12 (5.6) 16 (16.3) 

PANTOPRAZOLE 6 (2.8) 7 (7.1) 

ESOMEPRAZOLE MAGNESIUM 5 (2.3) 4 (4.1) 

ESOMEPRAZOLE SODIUM 5 (2.3) 5 (5.1) 

RABEPRAZOLE SODIUM 5 (2.3) 6 (6.1) 

ESOMEPRAZOLE 3 (1.4) 2 (2.0) 

ILAPRAZOLE 3 (1.4) 0 (0.0) 

OMEPRAZOLE MAGNESIUM 3 (1.4) 5 (5.1) 

RABEPRAZOLE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

MUCOLYTICS 42 (19.7) 25 (25.5) 

AMBROXOL HYDROCHLORIDE 25 (11.7) 14 (14.3) 

ACETYLCYSTEINE 13 (6.1) 6 (6.1) 

AMBROXOL 6 (2.8) 9 (9.2) 

BROMHEXINE HYDROCHLORIDE 2 (0.9) 1 (1.0) 

CARBOCISTEINE 2 (0.9) 0 (0.0) 

ACETYLCYSTEINE;ASCORBIC ACID 1 (0.5) 0 (0.0) 

AMBROXOL HYDROCHLORIDE;GLUCOSE 1 (0.5) 0 (0.0) 

AMBROXOL HYDROCHLORIDE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

AMBROXOL;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

BROMHEXINE 1 (0.5) 1 (1.0) 

CHYMOTRYPSIN 1 (0.5) 1 (1.0) 

ERDOSTEINE 1 (0.5) 1 (1.0) 

SODIUM CHLORIDE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

NATURAL OPIUM ALKALOIDS 42 (19.7) 12 (12.2) 

OXYCODONE HYDROCHLORIDE 26 (12.2) 6 (6.1) 

MORPHINE HYDROCHLORIDE 13 (6.1) 2 (2.0) 

MORPHINE SULFATE 7 (3.3) 0 (0.0) 

OXYCODONE 6 (2.8) 3 (3.1) 

MORPHINE 4 (1.9) 2 (2.0) 

CODEINE PHOSPHATE 2 (0.9) 0 (0.0) 

CODEINE 1 (0.5) 0 (0.0) 

HYDROCODONE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

FLUOROQUINOLONES 39 (18.3) 19 (19.4) 

LEVOFLOXACIN 19 (8.9) 6 (6.1) 

LEVOFLOXACIN HYDROCHLORIDE 10 (4.7) 3 (3.1) 

MOXIFLOXACIN HYDROCHLORIDE 6 (2.8) 8 (8.2) 

MOXIFLOXACIN 4 (1.9) 3 (3.1) 

CIPROFLOXACIN 3 (1.4) 1 (1.0) 

LEVOFLOXACIN MESYLATE 2 (0.9) 0 (0.0) 

LEVOFLOXACIN LACTATE 1 (0.5) 1 (1.0) 

NORFLOXACIN 1 (0.5) 0 (0.0) 

CIPROFLOXACIN LACTATE 0 (0.0) 1 (1.0) 

LOMEFLOXACIN HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

DIHYDROPYRIDINE DERIVATIVES 36 (16.9) 12 (12.2) 

NIFEDIPINE 18 (8.5) 5 (5.1) 

AMLODIPINE BESILATE 10 (4.7) 2 (2.0) 

FELODIPINE 4 (1.9) 1 (1.0) 

AMLODIPINE 3 (1.4) 0 (0.0) 

BENIDIPINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

AMLODIPINE MALEATE 1 (0.5) 1 (1.0) 

LEVAMLODIPINE BESILATE 1 (0.5) 1 (1.0) 

LEVAMLODIPINE MALEATE 0 (0.0) 2 (2.0) 

 

BISPHOSPHONATES 31 (14.6) 14 (14.3) 

ZOLEDRONIC ACID 23 (10.8) 8 (8.2) 

IBANDRONATE SODIUM 7 (3.3) 2 (2.0) 

PAMIDRONATE DISODIUM 3 (1.4) 3 (3.1) 

DISODIUM INCADRONATE 1 (0.5) 2 (2.0) 

GLUCOSE;PAMIDRONATE DISODIUM 1 (0.5) 0 (0.0) 

ZOLEDRONATE DISODIUM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OPIOIDS IN COMBINATION WITH NON-OPIOID ANALGESICS 28 (13.1) 12 (12.2) 

OXYCODONE;PARACETAMOL 11 (5.2) 4 (4.1) 

DIHYDROCODEINE BITARTRATE;PARACETAMOL 9 (4.2) 2 (2.0) 

CODEINE PHOSPHATE;IBUPROFEN 5 (2.3) 2 (2.0) 

PARACETAMOL;TRAMADOL HYDROCHLORIDE 3 (1.4) 1 (1.0) 

CAFFEINE;CODEINE PHOSPHATE;PARACETAMOL 1 (0.5) 1 (1.0) 

CODEINE PHOSPHATE HEMIHYDRATE;PARACETAMOL 1 (0.5) 0 (0.0) 

CODEINE;IBUPROFEN 1 (0.5) 0 (0.0) 

DIHYDROCODEINE;PARACETAMOL 1 (0.5) 1 (1.0) 

HYDROCODONE HYDROCHLORIDE;PARACETAMOL 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OPIUM DERIVATIVES AND EXPECTORANTS 28 (13.1) 10 (10.2) 

CAMPHOR;GLYCYRRHIZA GLABRA;ILLICIUM VERUM OIL;PAPAVER 

SOMNIFERUM;SODIUM BENZOATE 

9 (4.2) 1 (1.0) 

PAPAVER SOMNIFERUM POWDER;PLATYCODON GRANDIFLORUS;POTASSIUM SULFATE 8 (3.8) 1 (1.0) 

BROMPHENIRAMINE MALEATE;CODEINE PHOSPHATE;EPHEDRINE 

HYDROCHLORIDE;GUAIFENESIN 

7 (3.3) 1 (1.0) 

CODEINE PHOSPHATE;PLATYCODON GRANDIFLORUS 2 (0.9) 0 (0.0) 

CODEINE PHOSPHATE;GUAIFENESIN;PSEUDOEPHEDRINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CODEINE;TERPIN 1 (0.5) 0 (0.0) 

DEXTROMETHORPHAN;GUAIFENESIN 1 (0.5) 0 (0.0) 

EPHEDRINE HYDROCHLORIDE;GUAIFENESIN;PHOLCODINE 1 (0.5) 1 (1.0) 

OPIUM DERIVATIVES AND EXPECTORANTS 1 (0.5) 4 (4.1) 

AMMONIA;BENZOIC ACID;CAMPHOR;GLYCEROL;GLYCYRRHIZA SPP. ROOT WITH 

RHIZOME;GUAIFENESIN;ILLICIUM VERUM OIL;PAPAVER SOMNIFERUM TINCTURE 

0 (0.0) 2 (2.0) 

 

OSMOTICALLY ACTING LAXATIVES 28 (13.1) 10 (10.2) 

LACTULOSE 23 (10.8) 10 (10.2) 

MANNITOL 4 (1.9) 0 (0.0) 

MACROGOL 4000 2 (0.9) 0 (0.0) 

MACROGOL;POTASSIUM CHLORIDE;SODIUM BICARBONATE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

THIRD-GENERATION CEPHALOSPORINS 28 (13.1) 17 (17.3) 

CEFOPERAZONE SODIUM;SULBACTAM SODIUM 10 (4.7) 4 (4.1) 

CEFTRIAXONE 5 (2.3) 0 (0.0) 

CEFTRIAXONE SODIUM 4 (1.9) 3 (3.1) 

CEFDINIR 3 (1.4) 3 (3.1) 

CEFIXIME 3 (1.4) 2 (2.0) 

CEFTAZIDIME 2 (0.9) 3 (3.1) 

LATAMOXEF SODIUM 2 (0.9) 0 (0.0) 

CEFOPERAZONE 1 (0.5) 0 (0.0) 

CEFOPERAZONE SODIUM 1 (0.5) 1 (1.0) 

CEFOPERAZONE SODIUM;TAZOBACTAM SODIUM 1 (0.5) 0 (0.0) 

CEFOPERAZONE;SULBACTAM SODIUM 1 (0.5) 2 (2.0) 

CEFPODOXIME PROXETIL 1 (0.5) 0 (0.0) 

CEFTRIAXONE SODIUM;TAZOBACTAM 1 (0.5) 1 (1.0) 

CEFMENOXIME HYDROCHLORIDE 0 (0.0) 1 (1.0) 

CEFODIZIME DISODIUM 0 (0.0) 1 (1.0) 

CEFOPERAZONE SODIUM;SULBACTAM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ACETIC ACID DERIVATIVES AND RELATED SUBSTANCES 27 (12.7) 9 (9.2) 

DICLOFENAC SODIUM 11 (5.2) 2 (2.0) 

INDOMETACIN 11 (5.2) 5 (5.1) 

KETOROLAC 2 (0.9) 0 (0.0) 

KETOROLAC TROMETHAMINE 2 (0.9) 0 (0.0) 

ACECLOFENAC 1 (0.5) 0 (0.0) 

DICLOFENAC 0 (0.0) 1 (1.0) 

DICLOFENAC SODIUM;LIDOCAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

BETA BLOCKING AGENTS, SELECTIVE 26 (12.2) 7 (7.1) 

METOPROLOL TARTRATE 9 (4.2) 4 (4.1) 

METOPROLOL SUCCINATE 7 (3.3) 3 (3.1) 

METOPROLOL 4 (1.9) 0 (0.0) 

BISOPROLOL 3 (1.4) 0 (0.0) 

BISOPROLOL FUMARATE 2 (0.9) 0 (0.0) 

NEBIVOLOL 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

LIVER THERAPY 26 (12.2) 18 (18.4) 

DIAMMONIUM GLYCYRRHIZINATE 13 (6.1) 4 (4.1) 

POLYENE PHOSPHATIDYLCHOLINE 7 (3.3) 3 (3.1) 

MAGNESIUM ISOGLYCYRRHIZINATE 6 (2.8) 7 (7.1) 

DL-METHIONINE;GLYCINE;GLYCYRRHIZIC ACID, AMMONIUM SALT 3 (1.4) 2 (2.0) 

CYSTEINE HYDROCHLORIDE;GLYCINE;GLYCYRRHIZIC ACID, AMMONIUM SALT 2 (0.9) 1 (1.0) 

BIFENDATE 1 (0.5) 1 (1.0) 

GLYCYRRHIZIC ACID, AMMONIUM SALT 1 (0.5) 0 (0.0) 

SILIBININ MEGLUMINE 1 (0.5) 0 (0.0) 

SILYBUM MARIANUM 1 (0.5) 1 (1.0) 

TIOPRONIN 1 (0.5) 1 (1.0) 

DIISOPROPYLAMINE DICHLOROACETATE;GLUCONATE SODIUM 0 (0.0) 2 (2.0) 

LIVER HYDROLYSATE 0 (0.0) 1 (1.0) 

SILIBININ 0 (0.0) 1 (1.0) 

TIOPRONIN SODIUM 0 (0.0) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PROPIONIC ACID DERIVATIVES 26 (12.2) 14 (14.3) 

IBUPROFEN 17 (8.0) 7 (7.1) 

DEXKETOPROFEN TROMETAMOL 4 (1.9) 0 (0.0) 

KETOPROFEN 4 (1.9) 3 (3.1) 

NAPROXEN 3 (1.4) 2 (2.0) 

CHLORPHENAMINE MALEATE;IBUPROFEN;ZINC GLUCONATE 0 (0.0) 1 (1.0) 

LOXOPROFEN SODIUM 0 (0.0) 1 (1.0) 

 

OTHER OPIOIDS 25 (11.7) 5 (5.1) 

TRAMADOL HYDROCHLORIDE 19 (8.9) 2 (2.0) 

TRAMADOL 5 (2.3) 0 (0.0) 

DEZOCINE 2 (0.9) 0 (0.0) 

BUCINNAZINE 1 (0.5) 1 (1.0) 

BUCINNAZINE HYDROCHLORIDE 0 (0.0) 2 (2.0) 

 

SOLUTIONS FOR PARENTERAL NUTRITION 25 (11.7) 10 (10.2) 

AMINO ACIDS NOS 18 (8.5) 5 (5.1) 

DL-ALPHA TOCOPHERYL ACETATE;GLYCEROL;GLYCINE MAX SEED 

OIL;LECITHIN;MEDIUM-CHAIN TRIGLYCERIDES 

7 (3.3) 0 (0.0) 

GLUCOSE 7 (3.3) 5 (5.1) 

FATS NOS 4 (1.9) 4 (4.1) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SOLUTIONS FOR PARENTERAL NUTRITION (continued) 

TRIGLYCERIDES 2 (0.9) 1 (1.0) 

ACETIC ACID;ALANINE;ARGININE;ASPARTIC ACID;CALCIUM;CALCIUM 

CHLORIDE;CHLORIDE;GLUCOSE;GLUTAMATE SODIUM;GLYCEROL;GLYCINE;GLYCINE 

MAX SEED OIL;HISTIDINE;ISOLEUCINE;LECITHIN;LEUCINE;LYSINE 

HYDROCHLORIDE;MAGNESIUM;MAGNESIUM 

SULFATE;METHIONINE;PHENYLALANINE;PHOSPHORUS;POTASSIUM;POTASSIUM 

CHLORIDE;PROLINE;SERINE;SODIUM;SODIUM ACETATE;SODIUM 

GLYCEROPHOSPHATE;SODIUM HYDROXIDE;THREONINE;TRYPTOPHAN, 

L-;TYROSINE;VALINE 

1 (0.5) 0 (0.0) 

ALANINE;ARGININE HYDROCHLORIDE;ASPARTIC ACID;CYSTEINE 

HYDROCHLORIDE;GLUTAMIC ACID;GLYCINE;HISTIDINE 

HYDROCHLORIDE;ISOLEUCINE;LEUCINE;LYSINE 

HYDROCHLORIDE;METHIONINE;PHENYLALANINE;PROLINE;SERINE;THREONINE;TRYPTO

PHAN, L-;TYROSINE;VALINE;XYLITOL 

1 (0.5) 0 (0.0) 

ALANINE;ARGININE;ASPARTIC ACID;CALCIUM CHLORIDE DIHYDRATE;GLUCOSE 

MONOHYDRATE;GLUTAMIC ACID;GLYCINE;GLYCINE MAX SEED 

OIL;HISTIDINE;ISOLEUCINE;LEUCINE;LYSINE HYDROCHLORIDE;MAGNESIUM SULFATE 

HEPTAHYDRATE;METHIONINE;PHENYLALANINE;POTASSIUM 

CHLORIDE;PROLINE;SERINE;SODIUM ACETATE TRIHYDRATE;SODIUM 

GLYCEROPHOSPHATE;THREONINE;TRYPTOPHAN, L-;TYROSINE;VALINE 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SOLUTIONS FOR PARENTERAL NUTRITION (continued) 

ALANINE;ARGININE;ASPARTIC ACID;CALCIUM CHLORIDE;CYSTEINE 

HYDROCHLORIDE;GLUTAMIC ACID;GLYCINE;HISTIDINE;ISOLEUCINE;LEUCINE;LYSINE 

HYDROCHLORIDE;MAGNESIUM SULFATE;METHIONINE;PHENYLALANINE;POTASSIUM 

CHLORIDE;POTASSIUM HYDROXIDE;PROLINE;SERINE;SODIUM 

HYDROXIDE;THREONINE;TRYPTOPHAN, L-;TYROSINE;VALINE 

1 (0.5) 0 (0.0) 

AMINO ACIDS NOS;CALCIUM CHLORIDE;ELECTROLYTES NOS;GLUCOSE;LIPIDS NOS 1 (0.5) 0 (0.0) 

FRUCTOSE 1 (0.5) 0 (0.0) 

GLYCEROL;GLYCINE MAX SEED OIL;LECITHIN;MEDIUM-CHAIN TRIGLYCERIDES 1 (0.5) 2 (2.0) 

GLYCINE MAX SEED OIL;LECITHIN 1 (0.5) 0 (0.0) 

LIPIDS NOS 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ANILIDES 24 (11.3) 13 (13.3) 

PARACETAMOL 17 (8.0) 5 (5.1) 

AMANTADINE HYDROCHLORIDE;CAFFEINE;CHLORPHENAMINE MALEATE;COW 

BEZOAR;PARACETAMOL 

2 (0.9) 2 (2.0) 

CAFFEINE;PARACETAMOL;PROPYPHENAZONE 2 (0.9) 1 (1.0) 

ACETYLSALICYLIC ACID;CAFFEINE;PARACETAMOL 1 (0.5) 3 (3.1) 

AMINOPHENAZONE;CAFFEINE;PHENACETIN;PHENOBARBITAL 1 (0.5) 0 (0.0) 

CAFFEINE;DROTAVERINE HYDROCHLORIDE;NAPROXEN;PARACETAMOL;PHENIRAMINE 

MALEATE 

1 (0.5) 0 (0.0) 

CHLORPHENAMINE MALEATE;DEXTROMETHORPHAN 

HYDROBROMIDE;PARACETAMOL;PSEUDOEPHEDRINE HYDROCHLORIDE 

1 (0.5) 0 (0.0) 

ACETYLSALICYLIC ACID;CAFFEINE;PHENACETIN 0 (0.0) 1 (1.0) 

ANILIDES 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PROPULSIVES 23 (10.8) 15 (15.3) 

METOCLOPRAMIDE DIHYDROCHLORIDE 6 (2.8) 10 (10.2) 

MOSAPRIDE CITRATE 6 (2.8) 1 (1.0) 

DOMPERIDONE 5 (2.3) 3 (3.1) 

MOSAPRIDE 3 (1.4) 1 (1.0) 

BROMOPRIDE 2 (0.9) 0 (0.0) 

ITOPRIDE HYDROCHLORIDE 2 (0.9) 2 (2.0) 

METOCLOPRAMIDE 2 (0.9) 2 (2.0) 

ITOPRIDE 1 (0.5) 0 (0.0) 

METOCLOPRAMIDE HYDROCHLORIDE 1 (0.5) 1 (1.0) 

 

COXIBS 22 (10.3) 6 (6.1) 

CELECOXIB 17 (8.0) 5 (5.1) 

IMRECOXIB 5 (2.3) 1 (1.0) 

ETORICOXIB 3 (1.4) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OPIUM ALKALOIDS AND DERIVATIVES 22 (10.3) 13 (13.3) 

CODEINE PHOSPHATE 14 (6.6) 5 (5.1) 

CODEINE 5 (2.3) 5 (5.1) 

CHLORPHENAMINE MALEATE;DEXTROMETHORPHAN 

HYDROBROMIDE;PSEUDOEPHEDRINE HYDROCHLORIDE 

1 (0.5) 2 (2.0) 

DEXTROMETHORPHAN HYDROBROMIDE 1 (0.5) 0 (0.0) 

PHOLCODINE 1 (0.5) 0 (0.0) 

CODEINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

DEXTROMETHORPHAN 0 (0.0) 1 (1.0) 

 

COMBINATIONS OF PENICILLINS, INCL. BETA-LACTAMASE INHIBITORS 21 (9.9) 5 (5.1) 

PIPERACILLIN SODIUM;TAZOBACTAM SODIUM 7 (3.3) 1 (1.0) 

AMOXICILLIN;CLAVULANIC ACID 4 (1.9) 2 (2.0) 

MEZLOCILLIN SODIUM;SULBACTAM SODIUM 4 (1.9) 1 (1.0) 

AMOXICILLIN;CLAVULANATE POTASSIUM 2 (0.9) 1 (1.0) 

PIPERACILLIN SODIUM;SULBACTAM SODIUM 2 (0.9) 0 (0.0) 

PIPERACILLIN;SULBACTAM 2 (0.9) 0 (0.0) 

AMPICILLIN;SULBACTAM 1 (0.5) 0 (0.0) 

AMOXICILLIN TRIHYDRATE;CLAVULANATE POTASSIUM 0 (0.0) 1 (1.0) 

PIPERACILLIN SODIUM;TAZOBACTAM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SEROTONIN (5HT3) ANTAGONISTS 21 (9.9) 85 (86.7) 

ONDANSETRON 6 (2.8) 6 (6.1) 

ONDANSETRON HYDROCHLORIDE 6 (2.8) 25 (25.5) 

PALONOSETRON HYDROCHLORIDE 5 (2.3) 23 (23.5) 

DOLASETRON MESILATE 1 (0.5) 10 (10.2) 

GRANISETRON HYDROCHLORIDE 1 (0.5) 2 (2.0) 

RAMOSETRON 1 (0.5) 6 (6.1) 

SODIUM CHLORIDE;TROPISETRON HYDROCHLORIDE 1 (0.5) 0 (0.0) 

TROPISETRON HYDROCHLORIDE 1 (0.5) 26 (26.5) 

AZASETRON 0 (0.0) 1 (1.0) 

AZASETRON HYDROCHLORIDE 0 (0.0) 4 (4.1) 

AZASETRON HYDROCHLORIDE;SODIUM CHLORIDE 0 (0.0) 1 (1.0) 

DOLASETRON 0 (0.0) 1 (1.0) 

GRANISETRON 0 (0.0) 8 (8.2) 

NETUPITANT;PALONOSETRON HYDROCHLORIDE 0 (0.0) 1 (1.0) 

PALONOSETRON 0 (0.0) 6 (6.1) 

TROPISETRON 0 (0.0) 12 (12.2) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PLATELET AGGREGATION INHIBITORS EXCL. HEPARIN 20 (9.4) 10 (10.2) 

ACETYLSALICYLIC ACID 14 (6.6) 6 (6.1) 

CLOPIDOGREL BISULFATE 4 (1.9) 0 (0.0) 

ACETYLSALICYLIC ACID;MAGNESIUM HYDROXIDE 2 (0.9) 2 (2.0) 

ALPROSTADIL 1 (0.5) 0 (0.0) 

CILOSTAZOL 1 (0.5) 1 (1.0) 

OZAGREL SODIUM 1 (0.5) 0 (0.0) 

TICAGRELOR 1 (0.5) 0 (0.0) 

BERAPROST SODIUM 0 (0.0) 1 (1.0) 

CLOPIDOGREL 0 (0.0) 1 (1.0) 

 

THYROID HORMONES 20 (9.4) 2 (2.0) 

LEVOTHYROXINE SODIUM 17 (8.0) 2 (2.0) 

LEVOTHYROXINE 3 (1.4) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

XANTHINES 20 (9.4) 13 (13.3) 

DOXOFYLLINE 11 (5.2) 8 (8.2) 

DIPROPHYLLINE 6 (2.8) 3 (3.1) 

AMINOPHYLLINE 3 (1.4) 2 (2.0) 

THEOPHYLLINE 3 (1.4) 1 (1.0) 

CHLORPHENAMINE MALEATE;GUAIFENESIN;THEOPHYLLINE 2 (0.9) 1 (1.0) 

AMINOPHYLLINE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

DOXOFYLLINE;GLUCOSE 1 (0.5) 0 (0.0) 

 

ELECTROLYTE SOLUTIONS 19 (8.9) 19 (19.4) 

POTASSIUM CHLORIDE 13 (6.1) 14 (14.3) 

SODIUM BICARBONATE 4 (1.9) 4 (4.1) 

CALCIUM GLUCONATE 3 (1.4) 0 (0.0) 

SODIUM CHLORIDE 2 (0.9) 2 (2.0) 

CALCIUM CHLORIDE;POTASSIUM CHLORIDE;SODIUM CHLORIDE 1 (0.5) 1 (1.0) 

CHROMIC CHLORIDE HEXAHYDRATE;COPPER CHLORIDE DIHYDRATE;FERRIC CHLORIDE 

HEXAHYDRATE;MANGANESE CHLORIDE TETRAHYDRATE;POTASSIUM IODIDE;SODIUM 

FLUORIDE;SODIUM MOLYBDATE DIHYDRATE;SODIUM SELENITE PENTAHYDRATE;ZINC 

CHLORIDE 

1 (0.5) 0 (0.0) 

MAGNESIUM SULFATE 1 (0.5) 3 (3.1) 

POTASSIUM PHOSPHATE DIBASIC;POTASSIUM PHOSPHATE MONOBASIC 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

XANTHINES AND ADRENERGICS 18 (8.5) 12 (12.2) 

AMINOPHYLLINE;CHLORPHENAMINE MALEATE;METHOXYPHENAMINE 

HYDROCHLORIDE;NOSCAPINE 

18 (8.5) 12 (12.2) 

 

INSULINS AND ANALOGUES FOR INJECTION, FAST-ACTING 17 (8.0) 10 (10.2) 

INSULIN 13 (6.1) 9 (9.2) 

INSULIN ASPART 4 (1.9) 1 (1.0) 

 

OTHER PLAIN VITAMIN PREPARATIONS 17 (8.0) 20 (20.4) 

PYRIDOXINE HYDROCHLORIDE 15 (7.0) 19 (19.4) 

PYRIDOXINE 1 (0.5) 0 (0.0) 

RIBOFLAVIN 1 (0.5) 1 (1.0) 

RIBOFLAVIN PHOSPHATE 1 (0.5) 0 (0.0) 

VITAMIN B NOS 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SOLUTIONS AFFECTING THE ELECTROLYTE BALANCE 17 (8.0) 17 (17.3) 

SODIUM CHLORIDE 6 (2.8) 8 (8.2) 

ELECTROLYTES NOS;GLUCOSE 3 (1.4) 8 (8.2) 

GLUCOSE;SODIUM CHLORIDE 3 (1.4) 2 (2.0) 

FRUCTOSE;GLUCOSE;MAGNESIUM CHLORIDE;POTASSIUM CHLORIDE;SODIUM 

CHLORIDE;SODIUM LACTATE;SODIUM PHOSPHATE MONOBASIC 

2 (0.9) 0 (0.0) 

CALCIUM CHLORIDE;POTASSIUM CHLORIDE;SODIUM CHLORIDE;SODIUM LACTATE 1 (0.5) 1 (1.0) 

CALCIUM CHLORIDE;POTASSIUM CHLORIDE;SODIUM CHLORIDE;SODIUM 

LACTATE;SORBITOL 

1 (0.5) 0 (0.0) 

FRUCTOSE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

POTASSIUM CHLORIDE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

ELECTROLYTES NOS 0 (0.0) 1 (1.0) 

SOLUTIONS AFFECTING THE ELECTROLYTE BALANCE 0 (0.0) 1 (1.0) 

 

SULFONAMIDES, PLAIN 17 (8.0) 7 (7.1) 

FUROSEMIDE 15 (7.0) 6 (6.1) 

TORASEMIDE 3 (1.4) 0 (0.0) 

INDAPAMIDE 2 (0.9) 1 (1.0) 

CHLORTALIDONE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

APPETITE STIMULANTS 16 (7.5) 7 (7.1) 

MEGESTROL ACETATE 16 (7.5) 7 (7.1) 

MEGESTROL 1 (0.5) 0 (0.0) 

 

BLOOD SUBSTITUTES AND PLASMA PROTEIN FRACTIONS 16 (7.5) 6 (6.1) 

ALBUMIN HUMAN 11 (5.2) 4 (4.1) 

ALBUMIN NOS 3 (1.4) 2 (2.0) 

GELATIN 1 (0.5) 0 (0.0) 

HETASTARCH;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

SUCCINYLATED GELATIN 1 (0.5) 0 (0.0) 

 

ANGIOTENSIN II RECEPTOR BLOCKERS (ARBS), PLAIN 15 (7.0) 4 (4.1) 

VALSARTAN 5 (2.3) 2 (2.0) 

LOSARTAN 4 (1.9) 0 (0.0) 

IRBESARTAN 3 (1.4) 1 (1.0) 

ALLISARTAN ISOPROXIL 1 (0.5) 0 (0.0) 

LOSARTAN POTASSIUM 1 (0.5) 0 (0.0) 

TELMISARTAN 1 (0.5) 1 (1.0) 

 

ASCORBIC ACID (VITAMIN C), PLAIN 15 (7.0) 7 (7.1) 

ASCORBIC ACID 15 (7.0) 7 (7.1) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

BENZODIAZEPINE DERIVATIVES 15 (7.0) 14 (14.3) 

ESTAZOLAM 8 (3.8) 10 (10.2) 

MIDAZOLAM 4 (1.9) 0 (0.0) 

ALPRAZOLAM 2 (0.9) 3 (3.1) 

PHENAZEPAM 1 (0.5) 0 (0.0) 

CLONAZEPAM 0 (0.0) 1 (1.0) 

 

AMIDES 14 (6.6) 7 (7.1) 

LIDOCAINE HYDROCHLORIDE 9 (4.2) 4 (4.1) 

LIDOCAINE 4 (1.9) 1 (1.0) 

LIDOCAINE HYDROCHLORIDE;MENTHOL 1 (0.5) 0 (0.0) 

EPINEPHRINE;LIDOCAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

TRIMECAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

BIGUANIDES 14 (6.6) 6 (6.1) 

METFORMIN 7 (3.3) 0 (0.0) 

METFORMIN HYDROCHLORIDE 7 (3.3) 6 (6.1) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

HMG COA REDUCTASE INHIBITORS 14 (6.6) 8 (8.2) 

ROSUVASTATIN CALCIUM 4 (1.9) 0 (0.0) 

ATORVASTATIN 3 (1.4) 0 (0.0) 

ATORVASTATIN CALCIUM 3 (1.4) 4 (4.1) 

PITAVASTATIN CALCIUM 1 (0.5) 1 (1.0) 

PRAVASTATIN SODIUM 1 (0.5) 0 (0.0) 

ROSUVASTATIN 1 (0.5) 2 (2.0) 

SIMVASTATIN 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SECOND-GENERATION CEPHALOSPORINS 14 (6.6) 10 (10.2) 

CEFPROZIL 4 (1.9) 0 (0.0) 

CEFACLOR 2 (0.9) 2 (2.0) 

CEFUROXIME 2 (0.9) 0 (0.0) 

CEFUROXIME SODIUM 2 (0.9) 3 (3.1) 

CEFMINOX SODIUM 1 (0.5) 0 (0.0) 

CEFOTIAM HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CEFOXITIN 1 (0.5) 0 (0.0) 

CEFUROXIME AXETIL 1 (0.5) 3 (3.1) 

CEFMETAZOLE 0 (0.0) 1 (1.0) 

CEFMETAZOLE SODIUM 0 (0.0) 2 (2.0) 

CEFONICID SODIUM 0 (0.0) 1 (1.0) 

CEFOTIAM 0 (0.0) 1 (1.0) 

CEFOXITIN SODIUM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ANTICHOLINERGICS 13 (6.1) 6 (6.1) 

IPRATROPIUM BROMIDE 9 (4.2) 4 (4.1) 

TIOTROPIUM 2 (0.9) 0 (0.0) 

TIOTROPIUM BROMIDE 2 (0.9) 2 (2.0) 

ACLIDINIUM BROMIDE 1 (0.5) 0 (0.0) 

IPRATROPIUM 1 (0.5) 0 (0.0) 

UMECLIDINIUM 1 (0.5) 0 (0.0) 

 

MEDICAL GASES 13 (6.1) 2 (2.0) 

OXYGEN 13 (6.1) 2 (2.0) 

 

OTHER ANTIHISTAMINES FOR SYSTEMIC USE 13 (6.1) 5 (5.1) 

LORATADINE 11 (5.2) 2 (2.0) 

DESLORATADINE CITRATE DISODIUM 2 (0.9) 0 (0.0) 

KETOTIFEN FUMARATE 2 (0.9) 2 (2.0) 

BISULEPIN HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER CARDIAC PREPARATIONS 13 (6.1) 0 (0.0) 

TRIMETAZIDINE HYDROCHLORIDE 4 (1.9) 0 (0.0) 

LEVOCARNITINE 3 (1.4) 0 (0.0) 

IVABRADINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

PHOSPHOCREATINE SODIUM 2 (0.9) 0 (0.0) 

UBIDECARENONE 2 (0.9) 0 (0.0) 

MAGNESIUM TANSHINOATE B 1 (0.5) 0 (0.0) 

MEGLUMINE ADENOSINE CYCLOPHOSPHATE 1 (0.5) 0 (0.0) 

 

ALDOSTERONE ANTAGONISTS 12 (5.6) 4 (4.1) 

SPIRONOLACTONE 12 (5.6) 4 (4.1) 

 

MACROLIDES 12 (5.6) 4 (4.1) 

AZITHROMYCIN 7 (3.3) 2 (2.0) 

CLARITHROMYCIN 4 (1.9) 1 (1.0) 

AMBROXOL HYDROCHLORIDE;ROXITHROMYCIN 1 (0.5) 0 (0.0) 

ROXITHROMYCIN 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER IMMUNOSTIMULANTS 12 (5.6) 27 (27.6) 

LEUCOGEN 6 (2.8) 25 (25.5) 

D-RIBOSE;PEPTIDES NOS 2 (0.9) 0 (0.0) 

AMINO ACIDS NOS;NUCLEIC ACID NOS;POLYPEPTIDE 1 (0.5) 0 (0.0) 

GLUTATHIONE 1 (0.5) 0 (0.0) 

PEPTIDES NOS;THYMALFASIN 1 (0.5) 0 (0.0) 

THYMALFASIN 1 (0.5) 2 (2.0) 

UBENIMEX 1 (0.5) 0 (0.0) 

THYMOPENTIN 0 (0.0) 1 (1.0) 

 

POTASSIUM 12 (5.6) 8 (8.2) 

POTASSIUM CHLORIDE 8 (3.8) 5 (5.1) 

POTASSIUM MAGNESIUM ASPARTATE 3 (1.4) 0 (0.0) 

ASPARTIC ACID;MAGNESIUM;POTASSIUM 1 (0.5) 0 (0.0) 

MAGNESIUM ASPARTATE;POTASSIUM ASPARTATE 0 (0.0) 1 (1.0) 

POTASSIUM CITRATE 0 (0.0) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SELECTIVE BETA-2-ADRENORECEPTOR AGONISTS 12 (5.6) 6 (6.1) 

TERBUTALINE SULFATE 5 (2.3) 1 (1.0) 

SALBUTAMOL 3 (1.4) 0 (0.0) 

SALBUTAMOL SULFATE 3 (1.4) 2 (2.0) 

FORMOTEROL 2 (0.9) 0 (0.0) 

OLODATEROL 2 (0.9) 0 (0.0) 

SALMETEROL 0 (0.0) 1 (1.0) 

TERBUTALINE 0 (0.0) 2 (2.0) 

 

ACE INHIBITORS, PLAIN 10 (4.7) 4 (4.1) 

PERINDOPRIL 5 (2.3) 1 (1.0) 

CAPTOPRIL 1 (0.5) 1 (1.0) 

ENALAPRIL 1 (0.5) 2 (2.0) 

ENALAPRIL MALEATE 1 (0.5) 0 (0.0) 

LISINOPRIL 1 (0.5) 0 (0.0) 

RAMIPRIL 1 (0.5) 0 (0.0) 

 

ANTIDOTES 10 (4.7) 23 (23.5) 

GLUTATHIONE 10 (4.7) 23 (23.5) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

IMIDAZOLE DERIVATIVES 10 (4.7) 0 (0.0) 

METRONIDAZOLE 7 (3.3) 0 (0.0) 

ORNIDAZOLE 3 (1.4) 0 (0.0) 

TINIDAZOLE 1 (0.5) 0 (0.0) 

 

ORGANIC NITRATES 10 (4.7) 0 (0.0) 

ISOSORBIDE MONONITRATE 7 (3.3) 0 (0.0) 

GLYCERYL TRINITRATE 3 (1.4) 0 (0.0) 

 

AMINO ACIDS 9 (4.2) 3 (3.1) 

ALANYL GLUTAMINE 5 (2.3) 0 (0.0) 

AMINOMETHYLBENZOIC ACID 2 (0.9) 1 (1.0) 

TRANEXAMIC ACID 2 (0.9) 2 (2.0) 

AMINOCAPROIC ACID 1 (0.5) 0 (0.0) 

 

ANTIEMETICS AND ANTINAUSEANTS 9 (4.2) 5 (5.1) 

METOCLOPRAMIDE 5 (2.3) 5 (5.1) 

METOCLOPRAMIDE HYDROCHLORIDE 4 (1.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

EXPECTORANTS 9 (4.2) 5 (5.1) 

FUDOSTEINE 3 (1.4) 4 (4.1) 

AMMONIUM CHLORIDE;PROMETHAZINE HYDROCHLORIDE;SULFOGAIACOL 2 (0.9) 0 (0.0) 

GUAIFENESIN 2 (0.9) 0 (0.0) 

AMMONIUM CHLORIDE;GLYCYRRHIZA GLABRA 1 (0.5) 0 (0.0) 

CINEOLE;DIPENTEN;PINENE 1 (0.5) 1 (1.0) 

 

OTHER SYSTEMIC HEMOSTATICS 9 (4.2) 8 (8.2) 

ETAMSILATE 5 (2.3) 3 (3.1) 

HAEMOCOAGULASE 5 (2.3) 5 (5.1) 

PITUITARY HORMONE, POSTERIOR LOBE 4 (1.9) 1 (1.0) 

CARBAZOCHROME SODIUM SULFONATE 2 (0.9) 1 (1.0) 

CAFFEIC ACID 1 (0.5) 0 (0.0) 

CARBAZOCHROME 1 (0.5) 3 (3.1) 

RECOMBINANT HUMAN THROMBOPOIETIN 1 (0.5) 0 (0.0) 

BATROXOBIN 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PENICILLINS WITH EXTENDED SPECTRUM 9 (4.2) 3 (3.1) 

AMOXICILLIN 5 (2.3) 2 (2.0) 

PIPERACILLIN SODIUM 2 (0.9) 1 (1.0) 

AZLOCILLIN SODIUM 1 (0.5) 0 (0.0) 

SULBENICILLIN SODIUM 1 (0.5) 0 (0.0) 

MEZLOCILLIN SODIUM 0 (0.0) 1 (1.0) 

 

PYRAZOLONES 9 (4.2) 4 (4.1) 

METAMIZOLE SODIUM 4 (1.9) 2 (2.0) 

AMINOPHENAZONE;BARBITAL;PHENAZONE 3 (1.4) 2 (2.0) 

FENPIVERINIUM BROMIDE;METAMIZOLE SODIUM;PITOFENONE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

METAMIZOLE 1 (0.5) 0 (0.0) 

 

ADRENERGICS IN COMBINATIONS WITH ANTICHOLINERGICS INCL. TRIPLE COMBINATIONS 

WITH CORTICOSTEROIDS 

8 (3.8) 3 (3.1) 

IPRATROPIUM BROMIDE;SALBUTAMOL SULFATE 6 (2.8) 2 (2.0) 

IPRATROPIUM BROMIDE MONOHYDRATE;SALBUTAMOL SULFATE 2 (0.9) 0 (0.0) 

FENOTEROL HYDROBROMIDE;IPRATROPIUM BROMIDE 1 (0.5) 0 (0.0) 

UMECLIDINIUM BROMIDE;VILANTEROL TRIFENATATE 1 (0.5) 0 (0.0) 

GLYCOPYRRONIUM;INDACATEROL 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ANTIDIARRHEAL MICROORGANISMS 8 (3.8) 4 (4.1) 

BACILLUS SUBTILIS;ENTEROCOCCUS FAECALIS;LACTOBACILLUS ACIDOPHILUS 4 (1.9) 0 (0.0) 

BACILLUS LICHENFORMIS 1 (0.5) 1 (1.0) 

BACILLUS SUBTILIS 1 (0.5) 0 (0.0) 

BIFIDOBACTERIUM LONGUM;ENTEROCOCCUS FAECALIS;LACTOBACILLUS ACIDOPHILUS 1 (0.5) 2 (2.0) 

LACTOBACILLUS ACIDOPHILUS 1 (0.5) 0 (0.0) 

SACCHAROMYCES BOULARDII 1 (0.5) 0 (0.0) 

BACILLUS CEREUS;BIFIDOBACTERIUM INFANTIS;ENTEROCOCCUS 

FAECALIS;LACTOBACILLUS ACIDOPHILUS 

0 (0.0) 1 (1.0) 

 

CALCIUM, COMBINATIONS WITH VITAMIN D AND/OR OTHER DRUGS 8 (3.8) 1 (1.0) 

CALCIUM CARBONATE;COLECALCIFEROL 7 (3.3) 1 (1.0) 

CALCIUM;VITAMIN D NOS 1 (0.5) 0 (0.0) 

 

H2-RECEPTOR ANTAGONISTS 8 (3.8) 45 (45.9) 

CIMETIDINE 4 (1.9) 18 (18.4) 

RANITIDINE HYDROCHLORIDE 3 (1.4) 8 (8.2) 

RANITIDINE BISMUTH CITRATE 1 (0.5) 16 (16.3) 

RANITIDINE 0 (0.0) 4 (4.1) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER ANALGESICS AND ANTIPYRETICS 8 (3.8) 2 (2.0) 

GABAPENTIN 5 (2.3) 1 (1.0) 

PREGABALIN 5 (2.3) 1 (1.0) 

 

PIPERAZINE DERIVATIVES 8 (3.8) 0 (0.0) 

LEVOCETIRIZINE DIHYDROCHLORIDE 5 (2.3) 0 (0.0) 

CETIRIZINE HYDROCHLORIDE 3 (1.4) 0 (0.0) 

LEVOCETIRIZINE 1 (0.5) 0 (0.0) 

 

SULFONYLUREAS 8 (3.8) 5 (5.1) 

GLICLAZIDE 2 (0.9) 2 (2.0) 

GLIMEPIRIDE 2 (0.9) 2 (2.0) 

GLIPIZIDE 2 (0.9) 1 (1.0) 

GLIBENCLAMIDE 1 (0.5) 0 (0.0) 

SULFONYLUREAS 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  26AUG2024 07:11  t-14-01-02-10-med-con-fa.rtf 

1925



Protocol BGB-A317-303 Page 47 of 84 
 

Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

CARBAPENEMS 7 (3.3) 8 (8.2) 

CILASTATIN SODIUM;IMIPENEM 4 (1.9) 2 (2.0) 

MEROPENEM 2 (0.9) 2 (2.0) 

ERTAPENEM 1 (0.5) 1 (1.0) 

MEROPENEM TRIHYDRATE 1 (0.5) 0 (0.0) 

BIAPENEM 0 (0.0) 2 (2.0) 

IMIPENEM 0 (0.0) 1 (1.0) 

 

ENEMAS 7 (3.3) 4 (4.1) 

GLYCEROL 7 (3.3) 4 (4.1) 

 

HEPARIN GROUP 7 (3.3) 7 (7.1) 

ENOXAPARIN SODIUM 3 (1.4) 1 (1.0) 

HEPARIN CALCIUM 2 (0.9) 3 (3.1) 

HEPARIN SODIUM 1 (0.5) 1 (1.0) 

NADROPARIN CALCIUM 1 (0.5) 2 (2.0) 

ENOXAPARIN 0 (0.0) 1 (1.0) 

 

VITAMINS WITH MINERALS 7 (3.3) 2 (2.0) 

MINERALS NOS;VITAMINS NOS 7 (3.3) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ALPHA-ADRENORECEPTOR ANTAGONISTS 6 (2.8) 3 (3.1) 

TAMSULOSIN HYDROCHLORIDE 4 (1.9) 2 (2.0) 

TAMSULOSIN 2 (0.9) 1 (1.0) 

 

BILE AND LIVER THERAPY 6 (2.8) 4 (4.1) 

BICYCLOL 6 (2.8) 4 (4.1) 

 

COMBINATIONS OF VITAMINS 6 (2.8) 2 (2.0) 

ERGOCALCIFEROL;PHYTOMENADIONE;RETINOL PALMITATE;VITAMIN E NOS 4 (1.9) 1 (1.0) 

VITAMIN B NOS 2 (0.9) 0 (0.0) 

VITAMINS NOS 0 (0.0) 1 (1.0) 

 

IRON PREPARATIONS 6 (2.8) 2 (2.0) 

IRON DEXTRAN 3 (1.4) 0 (0.0) 

IRON POLYSACCHARIDE COMPLEX 3 (1.4) 2 (2.0) 

 

SOLUTIONS PRODUCING OSMOTIC DIURESIS 6 (2.8) 2 (2.0) 

MANNITOL 6 (2.8) 2 (2.0) 

FRUCTOSE;GLYCEROL;SODIUM CHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

TRIAZOLE DERIVATIVES 6 (2.8) 6 (6.1) 

FLUCONAZOLE 6 (2.8) 5 (5.1) 

VORICONAZOLE 1 (0.5) 3 (3.1) 

 

ALPHA GLUCOSIDASE INHIBITORS 5 (2.3) 1 (1.0) 

ACARBOSE 5 (2.3) 1 (1.0) 

 

ENZYME PREPARATIONS 5 (2.3) 1 (1.0) 

ASPERGILLUS ORYZAE ENZYME;PANCREATIN 2 (0.9) 1 (1.0) 

PANCREATIN 2 (0.9) 0 (0.0) 

ENZYME PREPARATIONS 1 (0.5) 0 (0.0) 

 

GENERAL NUTRIENTS 5 (2.3) 0 (0.0) 

GENERAL NUTRIENTS 4 (1.9) 0 (0.0) 

NUTRIENTS NOS 1 (0.5) 0 (0.0) 

 

LEUKOTRIENE RECEPTOR ANTAGONISTS 5 (2.3) 4 (4.1) 

MONTELUKAST SODIUM 4 (1.9) 2 (2.0) 

MONTELUKAST 1 (0.5) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

NUCLEOSIDE AND NUCLEOTIDE REVERSE TRANSCRIPTASE INHIBITORS 5 (2.3) 3 (3.1) 

ENTECAVIR 4 (1.9) 3 (3.1) 

LAMIVUDINE 1 (0.5) 0 (0.0) 

 

OTHER ANTIANEMIC PREPARATIONS 5 (2.3) 3 (3.1) 

ERYTHROPOIETIN HUMAN 5 (2.3) 3 (3.1) 

EPOETIN ALFA 1 (0.5) 0 (0.0) 

 

OTHER DERMATOLOGICALS 5 (2.3) 0 (0.0) 

MAGNESIUM SULFATE 5 (2.3) 0 (0.0) 

 

OTHER INTESTINAL ADSORBENTS 5 (2.3) 6 (6.1) 

MONTMORILLONITE 4 (1.9) 6 (6.1) 

DIOSMECTITE 1 (0.5) 0 (0.0) 

 

PHENYLPIPERIDINE DERIVATIVES 5 (2.3) 0 (0.0) 

FENTANYL 5 (2.3) 0 (0.0) 

 

TESTOSTERONE-5-ALPHA REDUCTASE INHIBITORS 5 (2.3) 3 (3.1) 

FINASTERIDE 5 (2.3) 3 (3.1) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ADRENERGIC AND DOPAMINERGIC AGENTS 4 (1.9) 1 (1.0) 

DOPAMINE HYDROCHLORIDE 1 (0.5) 1 (1.0) 

EPINEPHRINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

METARAMINOL TARTRATE 1 (0.5) 0 (0.0) 

METHOXAMINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

NOREPINEPHRINE 1 (0.5) 0 (0.0) 

NOREPINEPHRINE BITARTRATE 1 (0.5) 0 (0.0) 

 

ADRENERGICS IN COMBINATION WITH CORTICOSTEROIDS OR OTHER DRUGS, EXCL. 

ANTICHOLINERGICS 

4 (1.9) 5 (5.1) 

BUDESONIDE;FORMOTEROL FUMARATE 2 (0.9) 2 (2.0) 

FLUTICASONE PROPIONATE;SALMETEROL XINAFOATE 2 (0.9) 0 (0.0) 

BECLOMETASONE DIPROPIONATE;FORMOTEROL FUMARATE 0 (0.0) 1 (1.0) 

BUDESONIDE;FORMOTEROL 0 (0.0) 1 (1.0) 

FLUTICASONE;VILANTEROL 0 (0.0) 1 (1.0) 

 

AMINOALKYL ETHERS 4 (1.9) 25 (25.5) 

DIPHENHYDRAMINE HYDROCHLORIDE 3 (1.4) 12 (12.2) 

DIPHENHYDRAMINE 1 (0.5) 11 (11.2) 

CHLORPHENOXAMINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

CLEMASTINE 0 (0.0) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ANTIARRHYTHMICS, CLASS III 4 (1.9) 1 (1.0) 

AMIODARONE 2 (0.9) 1 (1.0) 

AMIODARONE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

ANTIVERTIGO PREPARATIONS 4 (1.9) 1 (1.0) 

BETAHISTINE MESILATE 2 (0.9) 0 (0.0) 

BETAHISTINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CINNARIZINE 1 (0.5) 0 (0.0) 

FLUNARIZINE DIHYDROCHLORIDE 1 (0.5) 1 (1.0) 

 

BENZODIAZEPINE RELATED DRUGS 4 (1.9) 2 (2.0) 

ZOLPIDEM TARTRATE 2 (0.9) 1 (1.0) 

ZOLPIDEM 1 (0.5) 0 (0.0) 

ZOPICLONE 1 (0.5) 1 (1.0) 

 

COMBINATIONS AND COMPLEXES OF ALUMINIUM, CALCIUM AND MAGNESIUM COMPOUNDS 4 (1.9) 1 (1.0) 

HYDROTALCITE 3 (1.4) 1 (1.0) 

CALCIUM CARBONATE;MAGNESIUM CARBONATE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

CONTACT LAXATIVES 4 (1.9) 1 (1.0) 

DOCUSATE SODIUM;SENNOSIDE A+B 2 (0.9) 0 (0.0) 

SENNOSIDE A+B 2 (0.9) 0 (0.0) 

SODIUM PICOSULFATE 1 (0.5) 0 (0.0) 

SENNA ALEXANDRINA LEAF 0 (0.0) 1 (1.0) 

 

CORTICOSTEROIDS, POTENT (GROUP III) 4 (1.9) 0 (0.0) 

BETAMETHASONE DIPROPIONATE 1 (0.5) 0 (0.0) 

HALOMETASONE 1 (0.5) 0 (0.0) 

METHYLPREDNISOLONE ACEPONATE 1 (0.5) 0 (0.0) 

MOMETASONE FUROATE 1 (0.5) 0 (0.0) 

 

DIAZEPINES, OXAZEPINES, THIAZEPINES AND OXEPINES 4 (1.9) 4 (4.1) 

OLANZAPINE 4 (1.9) 4 (4.1) 

 

FAT/CARBOHYDRATES/PROTEINS/MINERALS/VITAMINS, COMBINATIONS 4 (1.9) 3 (3.1) 

CASEIN;HERBAL OIL NOS;MALTODEXTRIN;MINERALS NOS;TRACE ELEMENTS 

NOS;VITAMINS NOS 

2 (0.9) 2 (2.0) 

CARBOHYDRATES NOS;FATS NOS;MINERALS NOS;PROTEIN;VITAMINS NOS 1 (0.5) 0 (0.0) 

CASEIN;FATS NOS;FIBRE, DIETARY;MALTODEXTRIN;MINERALS NOS;VITAMINS NOS 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

FIRST-GENERATION CEPHALOSPORINS 4 (1.9) 1 (1.0) 

CEFALEXIN 2 (0.9) 0 (0.0) 

CEFAZOLIN SODIUM 2 (0.9) 0 (0.0) 

CEFTEZOLE 0 (0.0) 1 (1.0) 

 

FOLIC ACID AND DERIVATIVES 4 (1.9) 4 (4.1) 

FOLIC ACID 4 (1.9) 4 (4.1) 

 

INSULINS AND ANALOGUES FOR INJECTION, LONG-ACTING 4 (1.9) 0 (0.0) 

INSULIN GLARGINE 2 (0.9) 0 (0.0) 

INSULIN HUMAN;PROTAMINE 1 (0.5) 0 (0.0) 

INSULINS AND ANALOGUES FOR INJECTION, LONG-ACTING 1 (0.5) 0 (0.0) 

 

IRON IN OTHER COMBINATIONS 4 (1.9) 1 (1.0) 

ASCORBIC ACID;FERROUS SULFATE 2 (0.9) 0 (0.0) 

COPPER GLUCONATE;FERROUS GLUCONATE;MANGANESE GLUCONATE 2 (0.9) 1 (1.0) 

 

NEURAMINIDASE INHIBITORS 4 (1.9) 2 (2.0) 

OSELTAMIVIR PHOSPHATE 4 (1.9) 1 (1.0) 

OSELTAMIVIR 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

NUCLEOSIDES AND NUCLEOTIDES EXCL. REVERSE TRANSCRIPTASE INHIBITORS 4 (1.9) 1 (1.0) 

ACICLOVIR 2 (0.9) 0 (0.0) 

RIBAVIRIN 2 (0.9) 1 (1.0) 

 

OTHER CENTRALLY ACTING AGENTS 4 (1.9) 0 (0.0) 

THIOCOLCHICOSIDE 2 (0.9) 0 (0.0) 

CYCLOBENZAPRINE 1 (0.5) 0 (0.0) 

ETODOLAC;THIOCOLCHICOSIDE 1 (0.5) 0 (0.0) 

TIZANIDINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

OTHER OPHTHALMOLOGICALS 4 (1.9) 1 (1.0) 

TAURINE 2 (0.9) 0 (0.0) 

CARBOMER 1 (0.5) 0 (0.0) 

HYALURONATE SODIUM 1 (0.5) 0 (0.0) 

BOVINE BASIC FIBROBLAST GROWTH FACTOR 0 (0.0) 1 (1.0) 

 

PHENOTHIAZINE DERIVATIVES 4 (1.9) 7 (7.1) 

PROMETHAZINE HYDROCHLORIDE 3 (1.4) 6 (6.1) 

PROMETHAZINE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

THIAZIDES, PLAIN 4 (1.9) 1 (1.0) 

HYDROCHLOROTHIAZIDE 4 (1.9) 1 (1.0) 

 

VITAMIN B12 (CYANOCOBALAMIN AND ANALOGUES) 4 (1.9) 2 (2.0) 

MECOBALAMIN 2 (0.9) 1 (1.0) 

CYANOCOBALAMIN 1 (0.5) 0 (0.0) 

VITAMIN B12 NOS 1 (0.5) 1 (1.0) 

 

VITAMINS 4 (1.9) 0 (0.0) 

WATER SOLUBLE VITAMINS NOS 3 (1.4) 0 (0.0) 

ASCORBIC ACID;BIOTIN;COCARBOXYLASE 

TETRAHYDRATE;COLECALCIFEROL;CYANOCOBALAMIN;DEXPANTHENOL;DL-ALPHA 

TOCOPHEROL;FOLIC ACID;NICOTINAMIDE;PYRIDOXINE HYDROCHLORIDE;RETINOL 

PALMITATE;RIBOFLAVIN SODIUM PHOSPHATE 

1 (0.5) 0 (0.0) 

 

ANGIOTENSIN II RECEPTOR BLOCKERS (ARBS) AND DIURETICS 3 (1.4) 1 (1.0) 

HYDROCHLOROTHIAZIDE;IRBESARTAN 1 (0.5) 1 (1.0) 

HYDROCHLOROTHIAZIDE;TELMISARTAN 1 (0.5) 0 (0.0) 

HYDROCHLOROTHIAZIDE;VALSARTAN 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

CARBAMIDE PRODUCTS 3 (1.4) 0 (0.0) 

UREA 3 (1.4) 0 (0.0) 

 

COLONY STIMULATING FACTORS 3 (1.4) 59 (60.2) 

GRANULOCYTE COLONY STIMULATING FACTOR 3 (1.4) 55 (56.1) 

COLONY STIMULATING FACTORS 0 (0.0) 1 (1.0) 

FILGRASTIM 0 (0.0) 4 (4.1) 

GRANULOCYTE MACROPHAGE COLONY STIM FACTOR 0 (0.0) 1 (1.0) 

PEG GRANULOCYTE COLONY STIMULATING FACTOR 0 (0.0) 6 (6.1) 

 

DIPEPTIDYL PEPTIDASE 4 (DPP-4) INHIBITORS 3 (1.4) 1 (1.0) 

LINAGLIPTIN 2 (0.9) 0 (0.0) 

SITAGLIPTIN PHOSPHATE 1 (0.5) 0 (0.0) 

VILDAGLIPTIN 0 (0.0) 1 (1.0) 

 

FIBRATES 3 (1.4) 0 (0.0) 

FENOFIBRATE 2 (0.9) 0 (0.0) 

BEZAFIBRATE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

IMIDAZOLE AND TRIAZOLE DERIVATIVES 3 (1.4) 0 (0.0) 

CLOBETASOL PROPIONATE;KETOCONAZOLE 2 (0.9) 0 (0.0) 

CLOTRIMAZOLE 1 (0.5) 0 (0.0) 

HYDROCORTISONE;MICONAZOLE 1 (0.5) 0 (0.0) 

 

INSULINS AND ANALOGUES FOR INJECTION, INTERMEDIATE- OR LONG-ACTING COMBINED 

WITH FAST-ACTING 

3 (1.4) 2 (2.0) 

INSULIN LISPRO;INSULIN LISPRO PROTAMINE SUSPENSION 3 (1.4) 0 (0.0) 

INSULIN HUMAN;INSULIN HUMAN INJECTION, ISOPHANE 1 (0.5) 0 (0.0) 

INSULIN ASPART;INSULIN ASPART PROTAMINE (CRYSTALLINE) 0 (0.0) 2 (2.0) 

 

IRON, PARENTERAL PREPARATIONS 3 (1.4) 0 (0.0) 

SACCHARATED IRON OXIDE 3 (1.4) 0 (0.0) 

 

OPIOID ANESTHETICS 3 (1.4) 0 (0.0) 

FENTANYL CITRATE 1 (0.5) 0 (0.0) 

REMIFENTANIL HYDROCHLORIDE 1 (0.5) 0 (0.0) 

SUFENTANIL CITRATE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER ANTIEMETICS 3 (1.4) 4 (4.1) 

DIMENHYDRINATE 2 (0.9) 1 (1.0) 

APREPITANT 1 (0.5) 1 (1.0) 

DIPHENHYDRAMINE 0 (0.0) 1 (1.0) 

DIPHENHYDRAMINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

PROMETHAZINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

OTHER DRUGS AFFECTING BONE STRUCTURE AND MINERALIZATION 3 (1.4) 0 (0.0) 

DENOSUMAB 3 (1.4) 0 (0.0) 

 

OTHER DRUGS FOR PEPTIC ULCER AND GASTRO-OESOPHAGEAL REFLUX DISEASE (GORD) 3 (1.4) 2 (2.0) 

BISMUTH PECTIN 1 (0.5) 0 (0.0) 

CALCIUM CARBONATE;SODIUM ALGINATE;SODIUM BICARBONATE 1 (0.5) 0 (0.0) 

LEVOGLUTAMIDE;SODIUM GUALENATE 1 (0.5) 0 (0.0) 

SUCRALFATE 0 (0.0) 1 (1.0) 

TRIPOTASSIUM DICITRATOBISMUTHATE 0 (0.0) 1 (1.0) 

 

OTHER GENERAL ANESTHETICS 3 (1.4) 0 (0.0) 

PROPOFOL 3 (1.4) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER NERVOUS SYSTEM DRUGS 3 (1.4) 3 (3.1) 

MECOBALAMIN 2 (0.9) 2 (2.0) 

THIOCTIC ACID 1 (0.5) 1 (1.0) 

 

SUBSTITUTED ALKYLAMINES 3 (1.4) 1 (1.0) 

CHLORPHENAMINE MALEATE 2 (0.9) 0 (0.0) 

CHLORPHENAMINE 1 (0.5) 0 (0.0) 

PHENIRAMINE 0 (0.0) 1 (1.0) 

 

VITAMIN D AND ANALOGUES 3 (1.4) 2 (2.0) 

CALCITRIOL 2 (0.9) 1 (1.0) 

COLECALCIFEROL 1 (0.5) 0 (0.0) 

VITAMIN D NOS 0 (0.0) 1 (1.0) 

 

ALPHA- AND BETA-ADRENORECEPTOR AGONISTS 2 (0.9) 0 (0.0) 

EPINEPHRINE 1 (0.5) 0 (0.0) 

EPINEPHRINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

ANTIDEPRESSANTS IN COMBINATION WITH PSYCHOLEPTICS 2 (0.9) 0 (0.0) 

FLUPENTIXOL;MELITRACEN 2 (0.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ANTIPROPULSIVES 2 (0.9) 4 (4.1) 

LOPERAMIDE 2 (0.9) 1 (1.0) 

LOPERAMIDE HYDROCHLORIDE 0 (0.0) 3 (3.1) 

 

BILE ACIDS AND DERIVATIVES 2 (0.9) 0 (0.0) 

URSODEOXYCHOLIC ACID 2 (0.9) 0 (0.0) 

 

CALCIUM 2 (0.9) 0 (0.0) 

CALCIUM 1 (0.5) 0 (0.0) 

CALCIUM CARBONATE 1 (0.5) 0 (0.0) 

 

CORTICOSTEROIDS, MODERATELY POTENT (GROUP II) 2 (0.9) 0 (0.0) 

DESONIDE 1 (0.5) 0 (0.0) 

DEXAMETHASONE 1 (0.5) 0 (0.0) 

 

CORTICOSTEROIDS, VERY POTENT (GROUP IV) 2 (0.9) 0 (0.0) 

CLOBETASOL PROPIONATE 1 (0.5) 0 (0.0) 

HALCINONIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

DIGITALIS GLYCOSIDES 2 (0.9) 0 (0.0) 

DESLANOSIDE 1 (0.5) 0 (0.0) 

DIGOXIN 1 (0.5) 0 (0.0) 

 

DRUGS FOR PEPTIC ULCER AND GASTRO-OESOPHAGEAL REFLUX DISEASE (GORD) 2 (0.9) 1 (1.0) 

MONTMORILLONITE 1 (0.5) 0 (0.0) 

TEPRENONE 1 (0.5) 1 (1.0) 

 

ETHERS, CHEMICALLY CLOSE TO ANTIHISTAMINES 2 (0.9) 0 (0.0) 

CAFFEINE;METAMIZOLE SODIUM;ORPHENADRINE 1 (0.5) 0 (0.0) 

CAFFEINE;METAMIZOLE SODIUM;ORPHENADRINE CITRATE 1 (0.5) 0 (0.0) 

 

FATTY ACID DERIVATIVES 2 (0.9) 1 (1.0) 

VALPROATE SODIUM 2 (0.9) 1 (1.0) 

 

GLYCOPEPTIDE ANTIBACTERIALS 2 (0.9) 1 (1.0) 

VANCOMYCIN 1 (0.5) 0 (0.0) 

VANCOMYCIN HYDROCHLORIDE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

HYPNOTICS AND SEDATIVES 2 (0.9) 1 (1.0) 

PROMETHAZINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

CAFFEINE;CODEINE PHOSPHATE;METAMIZOLE SODIUM;NAPROXEN;PHENOBARBITAL 0 (0.0) 1 (1.0) 

 

IMIDAZOLINE RECEPTOR AGONISTS IN COMBINATION WITH DIURETICS 2 (0.9) 0 (0.0) 

CHLORTALIDONE;CLONIDINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CHRYSANTHEMUM INDICUM;CLONIDINE HYDROCHLORIDE;CONCHA 

MARGARITIFERA;HYDROCHLOROTHIAZIDE;RUTOSIDE 

1 (0.5) 0 (0.0) 

 

IRON TRIVALENT, ORAL PREPARATIONS 2 (0.9) 1 (1.0) 

FERRIC HYDROXIDE POLYMALTOSE COMPLEX 2 (0.9) 1 (1.0) 

 

LINCOSAMIDES 2 (0.9) 1 (1.0) 

CLINDAMYCIN PHOSPHATE 2 (0.9) 0 (0.0) 

CLINDAMYCIN PALMITATE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

OTHER ALIMENTARY TRACT AND METABOLISM PRODUCTS 2 (0.9) 0 (0.0) 

CLOSTRIDIUM BUTYRICUM 2 (0.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  26AUG2024 07:11  t-14-01-02-10-med-con-fa.rtf 

1942



Protocol BGB-A317-303 Page 64 of 84 
 

Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER AMINOGLYCOSIDES 2 (0.9) 2 (2.0) 

AMIKACIN 1 (0.5) 1 (1.0) 

GENTAMICIN SULFATE;PROCAINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

ETIMICIN SULFATE 0 (0.0) 1 (1.0) 

GENTAMICIN 0 (0.0) 1 (1.0) 

 

OTHER ANTIINFLAMMATORY AND ANTIRHEUMATIC AGENTS, NON-STEROIDS 2 (0.9) 1 (1.0) 

DIACEREIN 1 (0.5) 0 (0.0) 

NIMESULIDE 1 (0.5) 0 (0.0) 

RABBIT VACCINIA EXTRACT 0 (0.0) 1 (1.0) 

 

OTHER ANTIVIRALS 2 (0.9) 2 (2.0) 

IMIDAZOLYL ETHANAMIDE PENTANDIOIC ACID 2 (0.9) 0 (0.0) 

DEHYDROANDROGRAPHOLIDE SUCCINATE K NA 0 (0.0) 2 (2.0) 

 

OTHER CARDIAC COMBINATION PRODUCTS 2 (0.9) 0 (0.0) 

LIGUSTRAZINE HYDROCHLORIDE;SALVIA MILTIORRHIZA 1 (0.5) 0 (0.0) 

MAGNESIUM ASPARTATE;POTASSIUM ASPARTATE 1 (0.5) 0 (0.0) 

 

OTHER HYPNOTICS AND SEDATIVES 2 (0.9) 0 (0.0) 

DEXMEDETOMIDINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PHOSPHODIESTERASE INHIBITORS 2 (0.9) 0 (0.0) 

BUCLADESINE CALCIUM 1 (0.5) 0 (0.0) 

MILRINONE LACTATE 1 (0.5) 0 (0.0) 

 

PROGESTOGENS 2 (0.9) 0 (0.0) 

MEDROXYPROGESTERONE 2 (0.9) 0 (0.0) 

 

RAUWOLFIA ALKALOIDS AND DIURETICS IN COMBINATION 2 (0.9) 1 (1.0) 

CALCIUM PANTOTHENATE;DIHYDRALAZINE 

SULFATE;HYDROCHLOROTHIAZIDE;MAGNESIUM TRISILICATE;POTASSIUM 

CHLORIDE;PROMETHAZINE HYDROCHLORIDE;PYRIDOXINE 

HYDROCHLORIDE;RESERPINE;THIAMINE HYDROCHLORIDE 

1 (0.5) 0 (0.0) 

DIHYDRALAZINE SULFATE;HYDROCHLOROTHIAZIDE;RESERPINE;TRIAMTERENE 1 (0.5) 0 (0.0) 

HYDROCHLOROTHIAZIDE;POTASSIUM CHLORIDE;RESERPINE;TETRAHYDROPALMATINE 0 (0.0) 1 (1.0) 

 

SALICYLIC ACID AND DERIVATIVES 2 (0.9) 1 (1.0) 

ACETYLSALICYLATE LYSINE 2 (0.9) 1 (1.0) 

 

SODIUM 2 (0.9) 1 (1.0) 

SODIUM CHLORIDE 2 (0.9) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SUBSTITUTED ETHYLENE DIAMINES 2 (0.9) 0 (0.0) 

CHLOROPYRAMINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

SULFUR-CONTAINING IMIDAZOLE DERIVATIVES 2 (0.9) 0 (0.0) 

THIAMAZOLE 2 (0.9) 0 (0.0) 

 

SYMPATHOMIMETICS 2 (0.9) 1 (1.0) 

CHLORPHENAMINE MALEATE;PSEUDOEPHEDRINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

PSEUDOEPHEDRINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

VITAMIN K ANTAGONISTS 2 (0.9) 0 (0.0) 

WARFARIN 1 (0.5) 0 (0.0) 

WARFARIN SODIUM 1 (0.5) 0 (0.0) 

 

ALPHA AND BETA BLOCKING AGENTS 1 (0.5) 0 (0.0) 

CARVEDILOL 1 (0.5) 0 (0.0) 

 

ALUMINIUM COMPOUNDS 1 (0.5) 0 (0.0) 

ALUMINIUM HYDROXIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

AMINOSALICYLIC ACID AND SIMILAR AGENTS 1 (0.5) 0 (0.0) 

MESALAZINE 1 (0.5) 0 (0.0) 

 

ANESTHETICS, LOCAL 1 (0.5) 1 (1.0) 

TETRACAINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

LIDOCAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

ANGIOTENSIN II RECEPTOR BLOCKERS (ARBS) AND CALCIUM CHANNEL BLOCKERS 1 (0.5) 0 (0.0) 

AMLODIPINE;VALSARTAN 1 (0.5) 0 (0.0) 

 

ANTIBIOTICS 1 (0.5) 0 (0.0) 

NYSTATIN 1 (0.5) 0 (0.0) 

 

ANTIINFECTIVES 1 (0.5) 0 (0.0) 

OFLOXACIN 1 (0.5) 0 (0.0) 

 

ANTIINFLAMMATORY AGENTS, NON-STEROIDS 1 (0.5) 1 (1.0) 

PRANOPROFEN 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ANTIINFLAMMATORY PREPARATIONS, NON-STEROIDS FOR TOPICAL USE 1 (0.5) 1 (1.0) 

FLURBIPROFEN 1 (0.5) 0 (0.0) 

DICLOFENAC 0 (0.0) 1 (1.0) 

 

ANTIPRURITICS, INCL. ANTIHISTAMINES, ANESTHETICS, ETC. 1 (0.5) 0 (0.0) 

ANTIPRURITICS, INCL. ANTIHISTAMINES, ANESTHETICS, ETC. 1 (0.5) 0 (0.0) 

 

ANTISEPTICS 1 (0.5) 0 (0.0) 

MIRAMISTIN 1 (0.5) 0 (0.0) 

 

ANTIVIRALS FOR SYSTEMIC USE 1 (0.5) 1 (1.0) 

ANTIVIRALS FOR SYSTEMIC USE 1 (0.5) 1 (1.0) 

 

ANTIVIRALS FOR TREATMENT OF HIV INFECTIONS, COMBINATIONS 1 (0.5) 0 (0.0) 

LOPINAVIR;RITONAVIR 1 (0.5) 0 (0.0) 

 

BELLADONNA ALKALOIDS, SEMISYNTHETIC, QUATERNARY AMMONIUM COMPOUNDS 1 (0.5) 1 (1.0) 

HYOSCINE 1 (0.5) 0 (0.0) 

HYOSCINE BUTYLBROMIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

BELLADONNA ALKALOIDS, TERTIARY AMINES 1 (0.5) 3 (3.1) 

ANISODAMINE 1 (0.5) 2 (2.0) 

RACEANISODAMINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

BETA-LACTAMASE SENSITIVE PENICILLINS 1 (0.5) 0 (0.0) 

PHENOXYMETHYLPENICILLIN POTASSIUM 1 (0.5) 0 (0.0) 

 

BLOOD AND RELATED PRODUCTS 1 (0.5) 0 (0.0) 

BLOOD, CALF, DEPROT., LMW PORTION 1 (0.5) 0 (0.0) 

 

CARBONIC ANHYDRASE INHIBITORS 1 (0.5) 0 (0.0) 

DORZOLAMIDE 1 (0.5) 0 (0.0) 

 

CORTICOSTEROIDS, MODERATELY POTENT, COMBINATIONS WITH ANTIBIOTICS 1 (0.5) 0 (0.0) 

CAMPHOR;NEOMYCIN SULFATE;TRIAMCINOLONE ACETONIDE ACETATE 1 (0.5) 0 (0.0) 

 

CORTICOSTEROIDS, MODERATELY POTENT, OTHER COMBINATIONS 1 (0.5) 0 (0.0) 

FLUMETASONE;SALICYLIC ACID 1 (0.5) 0 (0.0) 

 

CORTICOSTEROIDS, PLAIN 1 (0.5) 0 (0.0) 

DEXAMETHASONE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

CORTICOSTEROIDS, POTENT, OTHER COMBINATIONS 1 (0.5) 0 (0.0) 

CORTICOSTEROIDS, POTENT, OTHER COMBINATIONS 1 (0.5) 0 (0.0) 

 

CORTICOSTEROIDS, WEAK (GROUP I) 1 (0.5) 0 (0.0) 

HYDROCORTISONE ACETATE 1 (0.5) 0 (0.0) 

 

DIRECT FACTOR XA INHIBITORS 1 (0.5) 2 (2.0) 

RIVAROXABAN 1 (0.5) 2 (2.0) 

 

EMOLLIENTS AND PROTECTIVES 1 (0.5) 0 (0.0) 

CETOMACROGOL 1 (0.5) 0 (0.0) 

 

ENZYMES 1 (0.5) 1 (1.0) 

KALLIDINOGENASE 1 (0.5) 1 (1.0) 

 

ERGOT ALKALOIDS 1 (0.5) 0 (0.0) 

NICERGOLINE 1 (0.5) 0 (0.0) 

 

FIBRINOGEN 1 (0.5) 0 (0.0) 

FACTOR I (FIBRINOGEN) 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

I.V. SOLUTION ADDITIVES 1 (0.5) 0 (0.0) 

BIOTIN;CYANOCOBALAMIN;ERGOCALCIFEROL;FOLIC 

ACID;GLYCINE;NICOTINAMIDE;PANTOTHENATE 

SODIUM;PHYTOMENADIONE;PYRIDOXINE HYDROCHLORIDE;RETINOL;RIBOFLAVIN 

SODIUM PHOSPHATE;SODIUM ASCORBATE;THIAMINE MONONITRATE;VITAMIN E NOS 

1 (0.5) 0 (0.0) 

 

IMMUNE SERA 1 (0.5) 0 (0.0) 

TETANUS ANTITOXIN 1 (0.5) 0 (0.0) 

 

IRON BIVALENT, ORAL PREPARATIONS 1 (0.5) 3 (3.1) 

FERROUS SUCCINATE 1 (0.5) 1 (1.0) 

FERROUS GLYCINE SULFATE 0 (0.0) 1 (1.0) 

FERROUS SULFATE 0 (0.0) 1 (1.0) 

 

LOCAL HEMOSTATICS 1 (0.5) 1 (1.0) 

EPINEPHRINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

EPINEPHRINE 0 (0.0) 1 (1.0) 

 

MAGNESIUM 1 (0.5) 0 (0.0) 

MAGNESIUM 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

MONOBACTAMS 1 (0.5) 0 (0.0) 

AZTREONAM 1 (0.5) 0 (0.0) 

 

MULTIVITAMINS, PLAIN 1 (0.5) 0 (0.0) 

ASCORBIC ACID;BIOTIN;COLECALCIFEROL;DEXPANTHENOL;FOLIC 

ACID;NICOTINAMIDE;PYRIDOXINE HYDROCHLORIDE;RETINOL PALMITATE;RIBOFLAVIN 

SODIUM PHOSPHATE;TOCOPHEROL;VITAMIN B1 NOS;VITAMIN B12 NOS 

1 (0.5) 0 (0.0) 

 

NON-SELECTIVE BETA-ADRENORECEPTOR AGONISTS 1 (0.5) 0 (0.0) 

METHOXYPHENAMINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

ORIPAVINE DERIVATIVES 1 (0.5) 0 (0.0) 

BUPRENORPHINE 1 (0.5) 0 (0.0) 

 

OTHER AGENTS AGAINST AMOEBIASIS AND OTHER PROTOZOAL DISEASES 1 (0.5) 0 (0.0) 

EMETINE 1 (0.5) 0 (0.0) 

 

OTHER AGENTS FOR TREATMENT OF HEMORRHOIDS AND ANAL FISSURES FOR TOPICAL USE 1 (0.5) 0 (0.0) 

OTHER AGENTS FOR TREATMENT OF HEMORRHOIDS AND ANAL FISSURES FOR TOPICAL 

USE 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER ANTI-ACNE PREPARATIONS FOR TOPICAL USE 1 (0.5) 0 (0.0) 

ALLANTOIN;TOCOPHEROL 1 (0.5) 0 (0.0) 

 

OTHER ANTIBIOTICS FOR TOPICAL USE 1 (0.5) 4 (4.1) 

GENTAMICIN SULFATE;VITAMIN B12 NOS 1 (0.5) 0 (0.0) 

BACITRACIN;LIDOCAINE HYDROCHLORIDE;NEOMYCIN SULFATE;POLYMYXIN B 

SULFATE 

0 (0.0) 1 (1.0) 

ERYTHROMYCIN 0 (0.0) 1 (1.0) 

MUPIROCIN 0 (0.0) 2 (2.0) 

 

OTHER ANTIDEPRESSANTS 1 (0.5) 1 (1.0) 

MIRTAZAPINE 1 (0.5) 0 (0.0) 

MIANSERIN HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

OTHER ANTIDIARRHEALS 1 (0.5) 0 (0.0) 

BERBERINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

OTHER ANTIEPILEPTICS 1 (0.5) 1 (1.0) 

LEVETIRACETAM 1 (0.5) 1 (1.0) 

 

OTHER ANTIPRURITICS 1 (0.5) 0 (0.0) 

CALAMINE;GLYCEROL;ZINC OXIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER BLOOD GLUCOSE LOWERING DRUGS, EXCL. INSULINS 1 (0.5) 1 (1.0) 

REPAGLINIDE 1 (0.5) 1 (1.0) 

 

OTHER CARDIAC STIMULANTS 1 (0.5) 0 (0.0) 

ATROPINE SULFATE 1 (0.5) 0 (0.0) 

 

OTHER CICATRIZANTS 1 (0.5) 0 (0.0) 

ALLANTOIN 1 (0.5) 0 (0.0) 

 

OTHER COLD PREPARATIONS 1 (0.5) 0 (0.0) 

BORNEOL;COW BEZOAR;GLYCYRRHIZA SPP.;INDIGO;MENTHOL;TERMINALIA CHEBULA 1 (0.5) 0 (0.0) 

 

OTHER COMBINATIONS OF NUTRIENTS 1 (0.5) 0 (0.0) 

CARBOHYDRATES NOS;FATTY ACIDS NOS;FIBRE SOLUBLE;MINERALS NOS;PROTEINS 

NOS 

1 (0.5) 0 (0.0) 

 

OTHER COUGH SUPPRESSANTS 1 (0.5) 0 (0.0) 

PENTOXYVERINE CITRATE 1 (0.5) 0 (0.0) 

 

OTHER COUGH SUPPRESSANTS AND EXPECTORANTS 1 (0.5) 0 (0.0) 

BERGENIN;CHLORPHENAMINE 1 (0.5) 0 (0.0) 

CHLORPHENAMINE MALEATE;FICUS MICROCARPA LEAF 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  26AUG2024 07:11  t-14-01-02-10-med-con-fa.rtf 

1953



Protocol BGB-A317-303 Page 75 of 84 
 

Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER DERMATOLOGICAL PREPARATIONS 1 (0.5) 0 (0.0) 

OTHER DERMATOLOGICAL PREPARATIONS 1 (0.5) 0 (0.0) 

 

OTHER DRUGS FOR FUNCTIONAL GASTROINTESTINAL DISORDERS 1 (0.5) 0 (0.0) 

SIMETICONE 1 (0.5) 0 (0.0) 

 

OTHER EMOLLIENTS AND PROTECTIVES 1 (0.5) 0 (0.0) 

HEPARINOID 1 (0.5) 0 (0.0) 

 

OTHER GYNECOLOGICALS 1 (0.5) 0 (0.0) 

INDOMETACIN;SALBUTAMOL SULFATE 1 (0.5) 0 (0.0) 

 

OTHER HEMATOLOGICAL AGENTS 1 (0.5) 0 (0.0) 

HAEMAGGLUTININ 1 (0.5) 0 (0.0) 

 

OTHER LIPID MODIFYING AGENTS 1 (0.5) 0 (0.0) 

FISH OIL 1 (0.5) 0 (0.0) 

 

OTHER MINERAL PRODUCTS 1 (0.5) 0 (0.0) 

MAGNESIUM ASPARTATE;POTASSIUM ASPARTATE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER NON-THERAPEUTIC AUXILIARY PRODUCTS 1 (0.5) 1 (1.0) 

ETHYLENEDIAMINE DIACETURATE 1 (0.5) 1 (1.0) 

 

OTHER PSYCHOSTIMULANTS AND NOOTROPICS 1 (0.5) 0 (0.0) 

PIRACETAM 1 (0.5) 0 (0.0) 

 

OTHER RESPIRATORY SYSTEM PRODUCTS 1 (0.5) 0 (0.0) 

AMBROXOL HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

OTHER SCLEROSING AGENTS 1 (0.5) 0 (0.0) 

CALCIUM DOBESILATE 1 (0.5) 0 (0.0) 

 

OTHER VASODILATORS USED IN CARDIAC DISEASES 1 (0.5) 0 (0.0) 

LIGUSTRAZINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

OTHER VIRAL VACCINES 1 (0.5) 0 (0.0) 

COVID-19 VACCINE NRVV AD (CHADOX1 NCOV-19) 1 (0.5) 0 (0.0) 

 

OXAZOL, THIAZINE, AND TRIAZINE DERIVATIVES 1 (0.5) 0 (0.0) 

CHLORZOXAZONE;PARACETAMOL 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PREGNEN (4) DERIVATIVES 1 (0.5) 0 (0.0) 

PROGESTERONE 1 (0.5) 0 (0.0) 

 

PREPARATIONS INHIBITING URIC ACID PRODUCTION 1 (0.5) 1 (1.0) 

ALLOPURINOL 1 (0.5) 1 (1.0) 

 

PREPARATIONS WITH NO EFFECT ON URIC ACID METABOLISM 1 (0.5) 0 (0.0) 

COLCHICINE 1 (0.5) 0 (0.0) 

 

QUINOLINE DERIVATIVES 1 (0.5) 0 (0.0) 

CLIOQUINOL 1 (0.5) 0 (0.0) 

 

RESPIRATORY STIMULANTS 1 (0.5) 0 (0.0) 

LOBELINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

NIKETHAMIDE 1 (0.5) 0 (0.0) 

 

SALICYLIC ACID PREPARATIONS 1 (0.5) 0 (0.0) 

BENZOIC ACID;SALICYLIC ACID 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SELECTIVE SEROTONIN REUPTAKE INHIBITORS 1 (0.5) 2 (2.0) 

CITALOPRAM 1 (0.5) 0 (0.0) 

ESCITALOPRAM 0 (0.0) 1 (1.0) 

ESCITALOPRAM OXALATE 0 (0.0) 1 (1.0) 

 

SOFTENERS, EMOLLIENTS 1 (0.5) 0 (0.0) 

PARAFFIN, LIQUID 1 (0.5) 0 (0.0) 

 

STOMATOLOGICAL PREPARATIONS 1 (0.5) 2 (2.0) 

SODIUM BICARBONATE 1 (0.5) 2 (2.0) 

 

SULFONAMIDES 1 (0.5) 0 (0.0) 

SULFACETAMIDE 1 (0.5) 0 (0.0) 

 

SYMPATHOMIMETICS, PLAIN 1 (0.5) 1 (1.0) 

XYLOMETAZOLINE 1 (0.5) 0 (0.0) 

OXYMETAZOLINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

SYNTHETIC ANTICHOLINERGICS, ESTERS WITH TERTIARY AMINO GROUP 1 (0.5) 1 (1.0) 

TRIMEBUTINE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

TESTS FOR ALLERGIC DISEASES 1 (0.5) 1 (1.0) 

ANTIBACTERIAL SKIN TEST 1 (0.5) 1 (1.0) 

 

TONICS 1 (0.5) 0 (0.0) 

SUCCINIC ACID 1 (0.5) 0 (0.0) 

 

VARIOUS ALIMENTARY TRACT AND METABOLISM PRODUCTS 1 (0.5) 6 (6.1) 

SODIUM BICARBONATE 1 (0.5) 0 (0.0) 

ADENOSINE;COENZYME A;NADIDE 0 (0.0) 4 (4.1) 

GLUCUROLACTONE 0 (0.0) 1 (1.0) 

OXIDIZED STARCH 0 (0.0) 1 (1.0) 

 

ACE INHIBITORS AND DIURETICS 0 (0.0) 1 (1.0) 

HYDROCHLOROTHIAZIDE;LISINOPRIL 0 (0.0) 1 (1.0) 

 

ALDOSE REDUCTASE INHIBITORS 0 (0.0) 1 (1.0) 

EPALRESTAT 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

AMINO ACIDS, INCL. COMBINATIONS WITH POLYPEPTIDES 0 (0.0) 1 (1.0) 

(RS)-3 METHYL-2-OXOVALERIANIC ACID CALCIUM;(RS)-3-METHYL-2-OXOBUTYRIC ACID 

CALCIUM;CALCIUM (RS)-4-METHYL-2-OXOVALERIANAT;CALCIUM 

2-OXO-3-PHENYLPROPIONAT;DESMENINOL CALCIUM;HISTIDINE;LYSINE 

ACETATE;THREONINE;TRYPTOPHAN, L-;TYROSINE 

0 (0.0) 1 (1.0) 

 

ANTACIDS WITH SODIUM BICARBONATE 0 (0.0) 1 (1.0) 

SODIUM BICARBONATE 0 (0.0) 1 (1.0) 

 

ANTIINFECTIVES AND ANTISEPTICS FOR LOCAL ORAL TREATMENT 0 (0.0) 2 (2.0) 

NYSTATIN 0 (0.0) 2 (2.0) 

 

ANTIINFECTIVES FOR SYSTEMIC USE 0 (0.0) 1 (1.0) 

ANTIINFECTIVES FOR SYSTEMIC USE 0 (0.0) 1 (1.0) 

 

ANTINEOPLASTIC AGENTS 0 (0.0) 1 (1.0) 

ANTINEOPLASTIC AGENTS 0 (0.0) 1 (1.0) 

 

ANTITHROMBOTIC AGENTS 0 (0.0) 1 (1.0) 

LEECH 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

BELLADONNA AND DERIVATIVES IN COMBINATION WITH PSYCHOLEPTICS 0 (0.0) 1 (1.0) 

HYOSCINE HYDROBROMIDE;PHENOBARBITAL 0 (0.0) 1 (1.0) 

 

BETA-LACTAM ANTIBACTERIALS, PENICILLINS 0 (0.0) 1 (1.0) 

PENICILLIN NOS 0 (0.0) 1 (1.0) 

 

CARBOHYDRATES 0 (0.0) 1 (1.0) 

GLUCOSE 0 (0.0) 1 (1.0) 

 

COUGH AND COLD PREPARATIONS 0 (0.0) 1 (1.0) 

COUGH AND COLD PREPARATIONS 0 (0.0) 1 (1.0) 

 

DETOXIFYING AGENTS FOR ANTINEOPLASTIC TREATMENT 0 (0.0) 1 (1.0) 

AMIFOSTINE 0 (0.0) 1 (1.0) 

 

HEPARINS OR HEPARINOIDS FOR TOPICAL USE 0 (0.0) 2 (2.0) 

MUCOPOLYSACCHARIDE POLYSULFURIC ACID ESTER 0 (0.0) 2 (2.0) 

 

HYDANTOIN DERIVATIVES 0 (0.0) 1 (1.0) 

PHENYTOIN SODIUM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

I.V. SOLUTIONS 0 (0.0) 1 (1.0) 

I.V. SOLUTIONS 0 (0.0) 1 (1.0) 

 

IMMUNOGLOBULINS 0 (0.0) 1 (1.0) 

IMMUNOGLOBULINS NOS 0 (0.0) 1 (1.0) 

 

INSULINS AND ANALOGUES FOR INJECTION, INTERMEDIATE-ACTING 0 (0.0) 1 (1.0) 

INSULIN ISOPHANE, HUMAN BIOSYNTHETIC 0 (0.0) 1 (1.0) 

 

INTERLEUKINS 0 (0.0) 2 (2.0) 

OPRELVEKIN 0 (0.0) 2 (2.0) 

 

IRON IN COMBINATION WITH FOLIC ACID 0 (0.0) 1 (1.0) 

ANGELICA SINENSIS;ASTRAGALUS SPP.;ATRACTYLODES MACROCEPHALA;FERROUS 

SULFATE;FOLIC ACID;YEAST DRIED 

0 (0.0) 1 (1.0) 

 

ORAL REHYDRATION SALT FORMULATIONS 0 (0.0) 1 (1.0) 

ORAL REHYDRATION SALT FORMULATIONS 0 (0.0) 1 (1.0) 

 

OTHER AGENTS FOR LOCAL ORAL TREATMENT 0 (0.0) 1 (1.0) 

LIDOCAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER ANTIBACTERIALS 0 (0.0) 1 (1.0) 

LINEZOLID 0 (0.0) 1 (1.0) 

 

OTHER DRUGS FOR CONSTIPATION 0 (0.0) 2 (2.0) 

GLYCEROL 0 (0.0) 1 (1.0) 

OTHER DRUGS FOR CONSTIPATION 0 (0.0) 1 (1.0) 

 

OTHER IMMUNOSUPPRESSANTS 0 (0.0) 1 (1.0) 

THALIDOMIDE 0 (0.0) 1 (1.0) 

 

OTHER NASAL PREPARATIONS 0 (0.0) 1 (1.0) 

SODIUM CHLORIDE 0 (0.0) 1 (1.0) 

 

OTHER THERAPEUTIC PRODUCTS 0 (0.0) 2 (2.0) 

INOSINE 0 (0.0) 1 (1.0) 

OTHER THERAPEUTIC PRODUCTS 0 (0.0) 1 (1.0) 

 

PROTEIN SUPPLEMENTS 0 (0.0) 1 (1.0) 

PROTEINS NOS 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SELENIUM 0 (0.0) 2 (2.0) 

SELENIUM 0 (0.0) 2 (2.0) 

 

STEROID ANTIBACTERIALS 0 (0.0) 1 (1.0) 

FUSIDATE SODIUM 0 (0.0) 1 (1.0) 

 

SYNTHETIC ANTICHOLINERGIC AGENTS IN COMBINATION WITH ANALGESICS 0 (0.0) 1 (1.0) 

FENPIVERINIUM BROMIDE;METAMIZOLE SODIUM;PITOFENONE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

VITAMIN B-COMPLEX, PLAIN 0 (0.0) 1 (1.0) 

VITAMIN B COMPLEX 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.2.1.3.1: 

Overall Survival (OS) 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

Docetaxel 

(N=103) 

Total 

(N=317) 

Overall Survival    

Death, n (%) 151 (70.6) 77 (74.8) 228 (71.9) 

Censored, n (%) 63 (29.4) 26 (25.2) 89 (28.1) 

Ongoing in the Study 54 (25.2) 19 (18.4) 73 (23.0) 

Withdrawal by Subject 2 (0.9) 6 (5.8) 8 (2.5) 

Lost to Follow-up 6 (2.8) 1 (1.0) 7 (2.2) 

Study Discontinuation Due to Other Reasons 1 (0.5) 0 (0.0) 1 (0.3) 

 

Two-sided stratified log-rank test P-value a 0.0610   

Stratified Hazard Ratio (95% CI) b 0.767 (0.582, 1.012)   

 

Overall Survival (month)    

Median (95% CI) 15.4 (13.24, 18.23) 11.7 (8.77, 14.88) 14.2 (12.39, 16.56) 

Q1 (95% CI) 6.9 (5.59, 9.33) 6.0 (3.84, 7.52) 6.7 (5.59, 7.82) 

Q3 (95% CI) 32.5 (25.46, NE) 25.8 (19.81, NE) 28.6 (24.71, NE) 

 

Data Source: ADSL ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Median follow-up time was estimated by the reverse Kaplan-Meier method. 

Medians and other quartiles were estimated by Kaplan-Meier method with 95% CIs estimated using the method of Brookmeyer and Crowley. 

Event free rates were estimated by Kaplan-Meier method with 95% CIs estimated using the Greenwood's formula. 

Docetaxel arm was the reference group for hazard ratio. 
a Two-sided p-value was estimated from log rank test stratified by : histology (squamous versus non-squamous) and lines of therapy (second versus third) for descriptive purpose 

only. 
b Hazard ratio (Tislelizumab vs. Docetaxel) was based on Cox regression model including treatment as covariate, and histology and lines of therapy as strata. 
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Table 14.2.1.3.1: 

Overall Survival (OS) 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

Docetaxel 

(N=103) 

Total 

(N=317) 

Event Free Rate at, %(95% CI)    

3 month (95% CI) 89.7 (84.73, 93.07) 88.7 (80.60, 93.61) 89.4 (85.39, 92.33) 

6 month (95% CI) 79.2 (73.13, 84.11) 76.4 (66.61, 83.62) 78.3 (73.32, 82.53) 

9 month (95% CI) 71.6 (65.05, 77.22) 57.8 (47.34, 66.89) 67.3 (61.74, 72.21) 

12 month (95% CI) 59.8 (52.84, 66.04) 49.5 (39.26, 58.99) 56.6 (50.83, 61.88) 

18 month (95% CI) 43.7 (36.93, 50.34) 35.1 (25.76, 44.54) 41.0 (35.48, 46.48) 

24 month (95% CI) 33.2 (26.78, 39.75) 28.6 (19.89, 37.80) 31.8 (26.53, 37.10) 

36 month (95% CI) 23.6 (17.07, 30.81) 15.6 (8.12, 25.25) 20.8 (15.46, 26.68) 

 

Follow-up Time (month)    

Median (95% CI) 30.2 (28.55, 31.84) 29.0 (25.40, 35.35) 30.1 (28.55, 31.54) 

 

Data Source: ADSL ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Median follow-up time was estimated by the reverse Kaplan-Meier method. 

Medians and other quartiles were estimated by Kaplan-Meier method with 95% CIs estimated using the method of Brookmeyer and Crowley. 

Event free rates were estimated by Kaplan-Meier method with 95% CIs estimated using the Greenwood's formula. 

Docetaxel arm was the reference group for hazard ratio. 
a Two-sided p-value was estimated from log rank test stratified by : histology (squamous versus non-squamous) and lines of therapy (second versus third) for descriptive purpose 

only. 
b Hazard ratio (Tislelizumab vs. Docetaxel) was based on Cox regression model including treatment as covariate, and histology and lines of therapy as strata. 
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Figure 14.2.1.3.2:  

Kaplan-Meier Plot of Overall Survival (OS)  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

214 190 167 151 126 106 88 75 59 42 30 12 9 5 3 0

103 86 74 56 48 38 34 29 24 15 8 7 3 0

Time:

Arm A

Arm B

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

Arm B: n = 103, events = 77; Median: 11.7, 95% CI: 8.77 - 14.88

Arm A: n = 214, events = 151; Median: 15.4, 95% CI: 13.24 - 18.23 HR (95% CI): 0.767 (0.582 - 1.012)

2-sided p-value: 0.0610

 
Data Source: ADSL ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Arm A = Tislelizumab, Arm B = Docetaxel. 

Hazard ratio and its 2-sided 95% CI was estimated from a stratified Cox regression model stratified by histology and line of therapy. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy, for descriptive purpose only. 
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Table 14.2.1.3.1.s: 

Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 100 (69.9) 15.4 (13.2, 20.5) 66 48 (72.7) 12.7 (9.2, 17.9) 0.841 (0.596, 1.187) 0.3260 

   Age >= 65 Years 71 51 (71.8) 14.6 (9.3, 21.1) 37 29 (78.4) 7.7 (5.4, 14.6) 0.718 (0.455, 1.135) 0.1540 

   Interaction        0.5218 

 

Sex         

   Male 166 123 (74.1) 15.2 (12.4, 17.5) 76 61 (80.3) 9.8 (7.5, 13.8) 0.751 (0.552, 1.022) 0.0678 

   Female 48 28 (58.3) 20.6 (11.6, NE) 27 16 (59.3) 16.6 (9.2, NE) 0.905 (0.489, 1.673) 0.7497 

   Interaction        0.6426 

 

Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-subgrp.sas  26AUG2024 06:49  t-14-02-01-03-01-s-eff-subgrp-os-fa.rtf 

1967



Protocol BGB-A317-303 Page 2 of 5 
 

Table 14.2.1.3.1.s: 

Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 118 (70.2) 16.6 (12.8, 20.6) 88 68 (77.3) 10.3 (7.8, 14.0) 0.740 (0.549, 0.998) 0.0479 

   White 38 27 (71.1) 14.1 (11.1, 19.4) 13 8 (61.5) 16.1 (3.8, NE) 1.026 (0.464, 2.270) 0.9486 

   Other 8 6 (75.0) 10.7 (3.5, NE) 2 1 (50.0) NR (11.7, NE) 1.663 (0.192, 14.381) 0.6405 

   Interaction        0.4961 

 

Region         

   China 167 118 (70.7) 16.6 (12.8, 20.6) 88 68 (77.3) 10.3 (7.8, 14.0) 0.740 (0.549, 0.998) 0.0480 

   Europe 32 23 (71.9) 14.1 (11.1, 19.4) 13 8 (61.5) 16.1 (3.8, NE) 1.039 (0.461, 2.339) 0.9258 

   Other 15 10 (66.7) 13.9 (3.5, NE) 2 1 (50.0) NR (11.7, NE) 1.712 (0.216, 13.581) 0.6067 

   Interaction        0.5358 

 

Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.1.3.1.s: 

Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 31 (62.0) 17.1 (13.2, 26.1) 19 10 (52.6) 21.2 (7.5, NE) 0.961 (0.471, 1.961) 0.9136 

   1 164 120 (73.2) 14.8 (12.1, 18.2) 84 67 (79.8) 10.3 (7.8, 14.0) 0.779 (0.578, 1.051) 0.1027 

   Interaction        0.6214 

 

Smoking Status         

   Current or Former 154 115 (74.7) 14.6 (12.1, 17.4) 66 54 (81.8) 9.3 (6.9, 13.8) 0.720 (0.520, 0.995) 0.0461 

   Never 60 36 (60.0) 20.7 (12.0, 29.5) 37 23 (62.2) 14.9 (9.2, 25.8) 0.870 (0.515, 1.469) 0.6060 

   Interaction        0.5675 

 

Histology         

   Non-squamous 125 78 (62.4) 19.4 (13.4, 23.1) 62 45 (72.6) 13.8 (9.2, 19.8) 0.737 (0.510, 1.065) 0.1049 

   Squamous 89 73 (82.0) 13.8 (10.7, 16.6) 41 32 (78.0) 8.9 (5.4, 12.6) 0.833 (0.549, 1.264) 0.3887 

   Interaction        0.6326 

 

Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.1.3.1.s: 

Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 93 (65.0) 18.3 (14.2, 21.1) 75 54 (72.0) 13.8 (9.3, 17.9) 0.756 (0.540, 1.058) 0.1029 

   Unknown 71 58 (81.7) 12.4 (9.4, 16.0) 28 23 (82.1) 7.7 (3.8, 14.6) 0.784 (0.483, 1.272) 0.3223 

   Interaction        0.9312 

 

ALK rearrangement at baseline         

   Wild type 108 68 (63.0) 20.6 (15.4, 24.7) 48 37 (77.1) 12.3 (8.1, 16.6) 0.614 (0.411, 0.919) 0.0168 

   Unknown 106 83 (78.3) 13.2 (10.3, 15.2) 55 40 (72.7) 10.7 (7.2, 17.9) 1.028 (0.705, 1.500) 0.8863 

   Interaction        0.0742 

 

Line of therapy         

   Second 180 123 (68.3) 16.6 (13.1, 20.0) 88 65 (73.9) 12.5 (8.9, 16.6) 0.804 (0.595, 1.087) 0.1560 

   Third 34 28 (82.4) 14.2 (7.8, 20.6) 15 12 (80.0) 8.1 (2.7, 17.9) 0.685 (0.346, 1.354) 0.2749 

   Interaction        0.6302 

 

Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-subgrp.sas  26AUG2024 06:49  t-14-02-01-03-01-s-eff-subgrp-os-fa.rtf 

1970



Protocol BGB-A317-303 Page 5 of 5 
 

Table 14.2.1.3.1.s: 

Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 26 (78.8) 20.5 (10.3, 22.6) 8 5 (62.5) 21.0 (7.5, NE) 1.288 (0.491, 3.375) 0.6058 

   Metastatic 181 125 (69.1) 15.3 (12.4, 17.6) 95 72 (75.8) 10.2 (7.8, 14.0) 0.748 (0.560, 1.001) 0.0503 

   Interaction        0.2127 

 

Brain metastases at baseline         

   Yes 13 11 (84.6) 10.5 (4.2, 20.0) 9 8 (88.9) 8.9 (3.4, NE) 0.872 (0.342, 2.226) 0.7749 

   No 201 140 (69.7) 15.5 (13.4, 18.3) 94 69 (73.4) 12.5 (8.8, 16.1) 0.792 (0.593, 1.056) 0.1122 

   Interaction        0.7512 

 

Liver metastases at baseline         

   Yes 27 21 (77.8) 11.1 (2.3, 15.4) 16 14 (87.5) 7.2 (3.4, 14.9) 0.743 (0.375, 1.471) 0.3922 

   No 187 130 (69.5) 16.9 (13.7, 20.6) 87 63 (72.4) 12.6 (8.9, 17.9) 0.810 (0.599, 1.095) 0.1713 

   Interaction        0.7692 

 

Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.2.1.3.2.s: 

Kaplan-Meier Plot of Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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No Subgroup has significant interactions for this analysis

 
 

Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 
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Table 14.2.2.1.4: 

Progression Free Survival (PFS) 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Progression-Free Survival    

Events, n (%) 189 (88.3) 79 (76.7) 268 (84.5) 

Progressive Disease 162 (75.7) 67 (65.0) 229 (72.2) 

Death 27 (12.6) 12 (11.7) 39 (12.3) 

 

Censored, n (%) 25 (11.7) 24 (23.3) 49 (15.5) 

No Disease Progression or Death 15 (7.0) 3 (2.9) 18 (5.7) 

No Baseline Assessment 0 (0.0) 0 (0.0) 0 (0.0) 

No Postbaseline Assessment 3 (1.4) 10 (9.7) 13 (4.1) 

New Anticancer Therapy 6 (2.8) 10 (9.7) 16 (5.0) 

Death or progression after missing 2 or more consecutive tumor 

assessments 

1 (0.5) 1 (1.0) 2 (0.6) 

 

Two-sided stratified log-rank test p-value a 0.2416   

Stratified Hazard Ratio (95% CI) b 0.853 (0.651, 1.117)   

 

Data Source: ADSL ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Median follow-up time was estimated by the reverse Kaplan-Meier method. 

Medians and other quartiles were estimated by Kaplan-Meier method with 95% CIs estimated using the method of Brookmeyer and Crowley. 

Event free rates were estimated by Kaplan-Meier method with 95% CIs estimated using the Greenwood's formula. 

Docetaxel arm was the reference group for hazard ratio. 
a Two-sided p-value was estimated from log rank test stratified by : histology (squamous versus non-squamous) and lines of therapy (second versus third) for descriptive purpose 

only. 
b Hazard ratio (Tislelizumab vs. Docetaxel) was based on Cox regression model including treatment as covariate, and histology and lines of therapy as strata. 
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Table 14.2.2.1.4: 

Progression Free Survival (PFS) 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Progression-Free Survival (month)    

Median (95% CI) 2.3 (2.14, 4.04) 2.9 (2.14, 4.17) 2.8 (2.17, 3.98) 

Q1 (95% CI) 2.0 (1.94, 2.04) 2.0 (1.51, 2.07) 2.0 (1.94, 2.04) 

Q3 (95% CI) 8.3 (6.34, 11.76) 6.0 (4.21, 8.77) 8.3 (6.28, 10.25) 

 

Event Free Rate at, %(95% CI)    

3 month (95% CI) 48.5 (41.58, 55.06) 49.2 (38.30, 59.12) 48.7 (42.93, 54.27) 

6 month (95% CI) 36.3 (29.76, 42.78) 25.8 (16.84, 35.77) 33.5 (28.07, 38.91) 

9 month (95% CI) 23.2 (17.69, 29.22) 13.6 (7.07, 22.26) 20.6 (16.11, 25.54) 

12 month (95% CI) 18.7 (13.65, 24.34) 10.9 (5.14, 19.05) 16.6 (12.48, 21.18) 

 

Follow-up Time (month)    

Median (95% CI) 28.8 (23.46, 29.63) 21.0 (18.07, NE) 26.3 (23.46, 29.63) 

 

Data Source: ADSL ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Median follow-up time was estimated by the reverse Kaplan-Meier method. 

Medians and other quartiles were estimated by Kaplan-Meier method with 95% CIs estimated using the method of Brookmeyer and Crowley. 

Event free rates were estimated by Kaplan-Meier method with 95% CIs estimated using the Greenwood's formula. 

Docetaxel arm was the reference group for hazard ratio. 
a Two-sided p-value was estimated from log rank test stratified by : histology (squamous versus non-squamous) and lines of therapy (second versus third) for descriptive purpose 

only. 
b Hazard ratio (Tislelizumab vs. Docetaxel) was based on Cox regression model including treatment as covariate, and histology and lines of therapy as strata. 
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Figure 14.2.2.1.5:  

Kaplan-Meier Plot of Progression Free Survival (PFS)  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Arm B: n = 103, events = 79; Median: 2.9, 95% CI: 2.14 - 4.17

Arm A: n = 214, events = 189; Median: 2.3, 95% CI: 2.14 - 4.04 HR (95% CI): 0.853 (0.651 - 1.117)

2-sided p-value: 0.2416

 
Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Arm A = Tislelizumab, Arm B = Docetaxel. 

Hazard ratio and its 2-sided 95% CI was estimated from a stratified Cox regression model stratified by histology and line of therapy. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy, for descriptive purpose only. 
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Table 14.2.2.1.4.s: 

Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 129 (90.2) 2.3 (2.1, 4.0) 66 51 (77.3) 2.9 (2.1, 4.2) 0.942 (0.681, 1.304) 0.7036 

   Age >= 65 Years 71 60 (84.5) 3.5 (2.1, 8.2) 37 28 (75.7) 2.8 (2.1, 4.2) 0.739 (0.467, 1.168) 0.1927 

   Interaction        0.4024 

 

Sex         

   Male 166 147 (88.6) 2.3 (2.1, 4.1) 76 59 (77.6) 2.8 (2.1, 4.2) 0.802 (0.590, 1.089) 0.1541 

   Female 48 42 (87.5) 3.2 (2.1, 4.2) 27 20 (74.1) 3.8 (1.9, 9.1) 1.108 (0.650, 1.891) 0.7098 

   Interaction        0.3435 

 

Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.1.4.s: 

Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 147 (87.5) 2.2 (2.1, 3.4) 88 67 (76.1) 2.8 (2.1, 4.2) 0.855 (0.638, 1.144) 0.2853 

   White 38 34 (89.5) 4.2 (2.1, 11.1) 13 11 (84.6) 4.0 (2.0, 12.6) 0.910 (0.459, 1.807) 0.7961 

   Other 8 8 (100.0) 3.0 (1.7, 17.5) 2 1 (50.0) NR (1.9, NE) 1.827 (0.221, 15.107) 0.5746 

   Interaction        0.6183 

 

Region         

   China 167 147 (88.0) 2.2 (2.1, 3.4) 88 67 (76.1) 2.8 (2.1, 4.2) 0.855 (0.638, 1.144) 0.2853 

   Europe 32 29 (90.6) 4.2 (2.0, 11.1) 13 11 (84.6) 4.0 (2.0, 12.6) 0.957 (0.474, 1.929) 0.9126 

   Other 15 13 (86.7) 4.0 (2.1, 13.5) 2 1 (50.0) NR (1.9, NE) 1.796 (0.230, 14.015) 0.5726 

   Interaction        0.6675 

 

Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-subgrp.sas  26AUG2024 06:49  t-14-02-02-01-04-s-eff-subgrp-pfs-fa.rtf 

1977



Protocol BGB-A317-303 Page 3 of 5 
 

Table 14.2.2.1.4.s: 

Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 45 (90.0) 2.1 (2.1, 4.2) 19 11 (57.9) 2.9 (1.5, 15.0) 0.978 (0.504, 1.898) 0.9203 

   1 164 144 (87.8) 3.2 (2.1, 4.1) 84 68 (81.0) 3.1 (2.1, 4.2) 0.832 (0.622, 1.113) 0.2172 

   Interaction        0.6693 

 

Smoking Status         

   Current or Former 154 135 (87.7) 3.4 (2.1, 4.4) 66 53 (80.3) 2.8 (2.1, 4.2) 0.753 (0.546, 1.040) 0.0826 

   Never 60 54 (90.0) 2.1 (2.1, 4.0) 37 26 (70.3) 3.8 (2.1, 4.4) 1.157 (0.724, 1.849) 0.5423 

   Interaction        0.1902 

 

Histology         

   Non-squamous 125 112 (89.6) 2.1 (2.1, 2.5) 62 46 (74.2) 3.3 (2.1, 4.2) 1.144 (0.811, 1.613) 0.4515 

   Squamous 89 77 (86.5) 4.2 (2.3, 6.3) 41 33 (80.5) 2.8 (2.1, 4.2) 0.495 (0.320, 0.765) 0.0011 

   Interaction        0.0154 

 

Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.1.4.s: 

Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 128 (89.5) 2.2 (2.1, 3.4) 75 57 (76.0) 3.3 (2.1, 4.2) 0.988 (0.722, 1.351) 0.9339 

   Unknown 71 61 (85.9) 4.2 (2.2, 6.2) 28 22 (78.6) 2.8 (2.0, 5.2) 0.599 (0.361, 0.993) 0.0411 

   Interaction        0.1806 

 

ALK rearrangement at baseline         

   Wild type 108 97 (89.8) 2.1 (2.1, 3.4) 48 39 (81.3) 2.1 (2.1, 3.3) 0.666 (0.453, 0.980) 0.0353 

   Unknown 106 92 (86.8) 4.0 (2.2, 6.1) 55 40 (72.7) 4.2 (2.3, 6.4) 1.056 (0.728, 1.532) 0.7812 

   Interaction        0.0543 

 

Line of therapy         

   Second 180 159 (88.3) 2.3 (2.1, 4.0) 88 66 (75.0) 3.3 (2.1, 4.2) 0.932 (0.698, 1.243) 0.6194 

   Third 34 30 (88.2) 3.2 (2.1, 6.6) 15 13 (86.7) 2.2 (2.1, 4.2) 0.528 (0.268, 1.038) 0.0669 

   Interaction        0.1559 

 

Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.1.4.s: 

Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 27 (81.8) 4.4 (2.1, 6.2) 8 4 (50.0) 5.2 (2.9, NE) 1.326 (0.460, 3.818) 0.6123 

   Metastatic 181 162 (89.5) 2.2 (2.1, 3.4) 95 75 (78.9) 2.7 (2.1, 4.0) 0.862 (0.654, 1.136) 0.2866 

   Interaction        0.3506 

 

Brain metastases at baseline         

   Yes 13 13 (100.0) 2.1 (2.0, 2.1) 9 7 (77.8) 2.1 (1.5, NE) 1.837 (0.647, 5.219) 0.1988 

   No 201 176 (87.6) 3.4 (2.1, 4.2) 94 72 (76.6) 3.1 (2.2, 4.2) 0.819 (0.621, 1.080) 0.1525 

   Interaction        0.0393 

 

Liver metastases at baseline         

   Yes 27 25 (92.6) 2.1 (1.9, 3.8) 16 15 (93.8) 2.1 (1.1, 4.0) 0.748 (0.384, 1.455) 0.3785 

   No 187 164 (87.7) 3.2 (2.1, 4.2) 87 64 (73.6) 3.3 (2.2, 4.2) 0.916 (0.686, 1.225) 0.5498 

   Interaction        0.3490 

 

Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.2.2.1.5.s: 

Kaplan-Meier Plot of Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Histology: Non-squamous
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T islelizumab: n = 125, events = 112, Median: 2.1, 95% CI: 2.1 - 2.5

Docetaxel: n = 62, events = 46, Median: 3.3, 95% CI: 2.1 - 4.2

HR (95% CI): 1.144 (0.811, 1.613)

Log-rank test p-value: 0.4515

 
 

Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 
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Figure 14.2.2.1.5.s: 

Kaplan-Meier Plot of Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Histology: Squamous
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T islelizumab: n = 89, events = 77, Median: 4.2, 95% CI: 2.3 - 6.3

Docetaxel: n = 41, events = 33, Median: 2.8, 95% CI: 2.1 - 4.2

HR (95% CI): 0.495 (0.320, 0.765)

Log-rank test p-value: 0.0011

 
 

Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 
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Figure 14.2.2.1.5.s: 

Kaplan-Meier Plot of Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Brain metastases at baseline: Yes
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T islelizumab: n = 13, events = 13, Median: 2.1, 95% CI: 2.0 - 2.1

Docetaxel: n = 9, events = 7, Median: 2.1, 95% CI: 1.5 - NE

HR (95% CI): 1.837 (0.647, 5.219)

Log-rank test p-value: 0.1988

 
 

Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-subgrp.sas  26AUG2024 04:22  f-14-02-02-01-05-s-km-subgrp-pfs-fa.rtf 

1983



Protocol BGB-A317-303 Page 4 of 4 

Figure 14.2.2.1.5.s: 

Kaplan-Meier Plot of Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 201, events = 176, Median: 3.4, 95% CI: 2.1 - 4.2

Docetaxel: n = 94, events = 72, Median: 3.1, 95% CI: 2.2 - 4.2

HR (95% CI): 0.819 (0.621, 1.080)

Log-rank test p-value: 0.1525

 
 

Data Source: ADSL, ADTTE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-subgrp.sas  26AUG2024 04:22  f-14-02-02-01-05-s-km-subgrp-pfs-fa.rtf 

 

1984



Protocol BGB-A317-303 Page 1 of 1 

 

Table 14.2.3: 

Confirmed Objective Response 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Odds Ratio  

(95% CI) a 

Relative Risk  

(95% CI) a 

Risk Difference  

(95% CI) a 2-sided p-value b    

Confirmed Objective Response Rate (ORR) 21 (9.8) 4 (3.9) 2.659 (0.886, 7.976) 2.505 (0.874, 7.180) 5.809 (0.363, 11.254) 0.0729 

 

Data Source: ADSL, ADRS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Percentages were based on N. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator, stratified by histology and line of therapy. 
b P-value was calculated using the Cochran-Mantel-Haenszel Chi-square test, stratified by histology and line of therapy. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Age         

   Age < 65 Years 143 11 (7.7) 66 2 (3.0) 2.667 (0.574, 12.388) 2.538 (0.579, 11.131) 4.662 (-1.353, 10.677) 0.1957 

   Age >= 65 Years 71 10 (14.1) 37 2 (5.4) 2.869 (0.594, 13.845) 2.606 (0.602, 11.279) 8.679 (-2.209, 19.568) 0.1752 

   Interaction        0.9481 

 

Sex         

   Male 166 16 (9.6) 76 2 (2.6) 3.947 (0.884, 17.619) 3.663 (0.864, 15.532) 7.007 (1.253, 12.761) 0.0543 

   Female 48 5 (10.4) 27 2 (7.4) 1.453 (0.262, 8.055) 1.406 (0.292, 6.763) 3.009 (-10.116, 16.134) 0.6693 

   Interaction        0.3789 

 

Data Source: ADSL, ADRS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Race         

   Asian 168 15 (8.9) 88 2 (2.3) 4.216 (0.942, 18.872) 3.929 (0.919, 16.793) 6.656 (1.337, 11.975) 0.0426 

   White 38 4 (10.5) 13 2 (15.4) 0.647 (0.104, 4.028) 0.684 (0.141, 3.309) -4.858 (-26.764, 17.048) 0.6422 

   Other 8 2 (25.0) 2 0 (0.0) NE (NE, NE) NE (NE, NE) 25.000 (-5.006, 55.006) 0.4533 

   Interaction        0.2120 

 

Data Source: ADSL, ADRS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Region         

   China 167 15 (9.0) 88 2 (2.3) 4.243 (0.948, 18.997) 3.952 (0.925, 16.893) 6.709 (1.371, 12.048) 0.0416 

   Europe 32 4 (12.5) 13 2 (15.4) 0.786 (0.125, 4.923) 0.813 (0.169, 3.906) -2.885 (-25.600, 19.830) 0.7986 

   Other 15 2 (13.3) 2 0 (0.0) NE (NE, NE) NE (NE, NE) 13.333 (-3.869, 30.536) 0.5938 

   Interaction        0.3146 

 

ECOG performance-status 

score 

        

   0 50 2 (4.0) 19 1 (5.3) 0.750 (0.064, 8.786) 0.760 (0.073, 7.903) -1.263 (-12.679, 10.152) 0.8195 

   1 164 19 (11.6) 84 3 (3.6) 3.538 (1.016, 12.319) 3.244 (0.988, 10.651) 8.014 (1.710, 14.318) 0.0360 

   Interaction        0.2411 

 

Data Source: ADSL, ADRS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Smoking Status         

   Current or Former 154 15 (9.7) 66 2 (3.0) 3.453 (0.767, 15.551) 3.214 (0.756, 13.661) 6.710 (0.462, 12.958) 0.0884 

   Never 60 6 (10.0) 37 2 (5.4) 1.944 (0.371, 10.184) 1.850 (0.394, 8.690) 4.595 (-5.927, 15.116) 0.4267 

   Interaction        0.6116 

 

Histology         

   Non-squamous 125 12 (9.6) 62 3 (4.8) 2.088 (0.567, 7.692) 1.984 (0.581, 6.774) 4.761 (-2.668, 12.191) 0.2604 

   Squamous 89 9 (10.1) 41 1 (2.4) 4.500 (0.551, 36.768) 4.146 (0.543, 31.650) 7.673 (-0.171, 15.517) 0.1286 

   Interaction        0.5367 

 

Data Source: ADSL, ADRS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

EGFR mutation at baseline         

   Wild type 143 14 (9.8) 75 3 (4.0) 2.605 (0.724, 9.367) 2.448 (0.726, 8.251) 5.790 (-0.797, 12.378) 0.1308 

   Unknown 71 7 (9.9) 28 1 (3.6) 2.953 (0.346, 25.176) 2.761 (0.356, 21.425) 6.288 (-3.476, 16.052) 0.3037 

   Interaction        0.9214 

 

ALK rearrangement at 

baseline 

        

   Wild type 108 10 (9.3) 48 1 (2.1) 4.796 (0.596, 38.575) 4.444 (0.585, 33.750) 7.176 (0.378, 13.974) 0.1073 

   Unknown 106 11 (10.4) 55 3 (5.5) 2.007 (0.536, 7.518) 1.903 (0.554, 6.537) 4.923 (-3.427, 13.273) 0.2946 

   Interaction        0.4801 

 

Data Source: ADSL, ADRS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Line of therapy         

   Second 180 16 (8.9) 88 3 (3.4) 2.764 (0.784, 9.751) 2.607 (0.780, 8.713) 5.480 (-0.147, 11.106) 0.1013 

   Third 34 5 (14.7) 15 1 (6.7) 2.414 (0.257, 22.669) 2.206 (0.281, 17.295) 8.039 (-9.312, 25.391) 0.4336 

   Interaction        0.9176 

 

Disease Stage         

   Locally advanced 33 4 (12.1) 8 0 (0.0) NE (NE, NE) NE (NE, NE) 12.121 (0.986, 23.257) 0.3059 

   Metastatic 181 17 (9.4) 95 4 (4.2) 2.358 (0.770, 7.220) 2.231 (0.772, 6.442) 5.182 (-0.681, 11.044) 0.1236 

   Interaction        0.4973 

 

Data Source: ADSL, ADRS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Brain metastases at baseline         

   Yes 13 0 (0.0) 9 0 (0.0) -- -- -- -- 

   No 201 21 (10.4) 94 4 (4.3) 2.625 (0.875, 7.876) 2.455 (0.867, 6.952) 6.192 (0.316, 12.069) 0.0757 

   Interaction c        NE 

 

Liver metastases at baseline         

   Yes 27 1 (3.7) 16 0 (0.0) NE (NE, NE) NE (NE, NE) 3.704 (-3.420, 10.827) 0.4414 

   No 187 20 (10.7) 87 4 (4.6) 2.485 (0.823, 7.505) 2.326 (0.820, 6.601) 6.097 (-0.147, 12.342) 0.0971 

   Interaction        0.6216 

 

Data Source: ADSL, ADRS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Baseline   

Patients at Visit, n 214 103 

Patients Complete Questionnaire, n 212 97 

Completion Rate (%) a 99.1 94.2 

Adjusted Completion Rate (%) b 99.1 94.2 

 

Cycle 2   

Patients at Visit, n 195 84 

Patients Complete Questionnaire, n 195 84 

Completion Rate (%) a 91.1 81.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 3   

Patients at Visit, n 176 70 

Patients Complete Questionnaire, n 175 70 

Completion Rate (%) a 81.8 68.0 

Adjusted Completion Rate (%) b 99.4 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 4   

Patients at Visit, n 131 44 

Patients Complete Questionnaire, n 131 44 

Completion Rate (%) a 61.2 42.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 5   

Patients at Visit, n 122 36 

Patients Complete Questionnaire, n 122 36 

Completion Rate (%) a 57.0 35.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 6   

Patients at Visit, n 107 33 

Patients Complete Questionnaire, n 107 33 

Completion Rate (%) a 50.0 32.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 7   

Patients at Visit, n 94 21 

Patients Complete Questionnaire, n 94 21 

Completion Rate (%) a 43.9 20.4 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 8   

Patients at Visit, n 89 18 

Patients Complete Questionnaire, n 89 18 

Completion Rate (%) a 41.6 17.5 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 9   

Patients at Visit, n 80 17 

Patients Complete Questionnaire, n 80 17 

Completion Rate (%) a 37.4 16.5 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 10   

Patients at Visit, n 69 15 

Patients Complete Questionnaire, n 69 15 

Completion Rate (%) a 32.2 14.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 11   

Patients at Visit, n 68 15 

Patients Complete Questionnaire, n 68 15 

Completion Rate (%) a 31.8 14.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 12   

Patients at Visit, n 62 14 

Patients Complete Questionnaire, n 62 14 

Completion Rate (%) a 29.0 13.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 13   

Patients at Visit, n 56 9 

Patients Complete Questionnaire, n 56 9 

Completion Rate (%) a 26.2 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 14   

Patients at Visit, n 56 9 

Patients Complete Questionnaire, n 56 9 

Completion Rate (%) a 26.2 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 15   

Patients at Visit, n 53 9 

Patients Complete Questionnaire, n 53 9 

Completion Rate (%) a 24.8 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 16   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 17   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 18   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 19   

Patients at Visit, n 48 8 

Patients Complete Questionnaire, n 48 8 

Completion Rate (%) a 22.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 20   

Patients at Visit, n 46 8 

Patients Complete Questionnaire, n 46 8 

Completion Rate (%) a 21.5 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 21   

Patients at Visit, n 45 8 

Patients Complete Questionnaire, n 45 8 

Completion Rate (%) a 21.0 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 22   

Patients at Visit, n 44 5 

Patients Complete Questionnaire, n 44 5 

Completion Rate (%) a 20.6 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 23   

Patients at Visit, n 38 5 

Patients Complete Questionnaire, n 38 5 

Completion Rate (%) a 17.8 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 24   

Patients at Visit, n 37 5 

Patients Complete Questionnaire, n 37 5 

Completion Rate (%) a 17.3 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 25   

Patients at Visit, n 35 5 

Patients Complete Questionnaire, n 35 5 

Completion Rate (%) a 16.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 26   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 27   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 28   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 29   

Patients at Visit, n 30 5 

Patients Complete Questionnaire, n 30 5 

Completion Rate (%) a 14.0 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 30   

Patients at Visit, n 26 4 

Patients Complete Questionnaire, n 26 4 

Completion Rate (%) a 12.1 3.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 31   

Patients at Visit, n 24 4 

Patients Complete Questionnaire, n 24 4 

Completion Rate (%) a 11.2 3.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 32   

Patients at Visit, n 20 4 

Patients Complete Questionnaire, n 20 4 

Completion Rate (%) a 9.3 3.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 33   

Patients at Visit, n 16 3 

Patients Complete Questionnaire, n 16 3 

Completion Rate (%) a 7.5 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2003
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 34   

Patients at Visit, n 16 1 

Patients Complete Questionnaire, n 16 1 

Completion Rate (%) a 7.5 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 35   

Patients at Visit, n 16 1 

Patients Complete Questionnaire, n 16 1 

Completion Rate (%) a 7.5 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 36   

Patients at Visit, n 15 1 

Patients Complete Questionnaire, n 15 1 

Completion Rate (%) a 7.0 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2004
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 37   

Patients at Visit, n 15 1 

Patients Complete Questionnaire, n 15 1 

Completion Rate (%) a 7.0 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 38   

Patients at Visit, n 14 1 

Patients Complete Questionnaire, n 14 1 

Completion Rate (%) a 6.5 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 39   

Patients at Visit, n 14 1 

Patients Complete Questionnaire, n 14 1 

Completion Rate (%) a 6.5 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2005
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 40   

Patients at Visit, n 13 1 

Patients Complete Questionnaire, n 13 1 

Completion Rate (%) a 6.1 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 41   

Patients at Visit, n 10 1 

Patients Complete Questionnaire, n 10 1 

Completion Rate (%) a 4.7 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 42   

Patients at Visit, n 8 1 

Patients Complete Questionnaire, n 8 1 

Completion Rate (%) a 3.7 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2006



Protocol BGB-A317-303 Page 15 of 63 
 

Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 43   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 44   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 45   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2007
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 46   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 47   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 48   

Patients at Visit, n 5 1 

Patients Complete Questionnaire, n 4 1 

Completion Rate (%) a 1.9 1.0 

Adjusted Completion Rate (%) b 80.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2008
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 49   

Patients at Visit, n 5 1 

Patients Complete Questionnaire, n 4 1 

Completion Rate (%) a 1.9 1.0 

Adjusted Completion Rate (%) b 80.0 100.0 

 

Cycle 50   

Patients at Visit, n 5 1 

Patients Complete Questionnaire, n 4 1 

Completion Rate (%) a 1.9 1.0 

Adjusted Completion Rate (%) b 80.0 100.0 

 

Cycle 51   

Patients at Visit, n 5 0 

Patients Complete Questionnaire, n 4 0 

Completion Rate (%) a 1.9 0.0 

Adjusted Completion Rate (%) b 80.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2009
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 52   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 53   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 54   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2010
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 55   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 56   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 57   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2011
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 58   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 59   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 60   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2012
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 61   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 62   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

End of Treatment   

Patients at Visit, n 192 100 

Patients Complete Questionnaire, n 119 68 

Completion Rate (%) a 55.6 66.0 

Adjusted Completion Rate (%) b 62.0 68.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2013
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Baseline   

Patients at Visit, n 214 103 

Patients Complete Questionnaire, n 212 97 

Completion Rate (%) a 99.1 94.2 

Adjusted Completion Rate (%) b 99.1 94.2 

 

Cycle 2   

Patients at Visit, n 195 84 

Patients Complete Questionnaire, n 195 84 

Completion Rate (%) a 91.1 81.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 3   

Patients at Visit, n 176 70 

Patients Complete Questionnaire, n 174 70 

Completion Rate (%) a 81.3 68.0 

Adjusted Completion Rate (%) b 98.9 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2014
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 4   

Patients at Visit, n 131 44 

Patients Complete Questionnaire, n 131 44 

Completion Rate (%) a 61.2 42.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 5   

Patients at Visit, n 122 36 

Patients Complete Questionnaire, n 122 36 

Completion Rate (%) a 57.0 35.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 6   

Patients at Visit, n 107 33 

Patients Complete Questionnaire, n 107 33 

Completion Rate (%) a 50.0 32.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2015



Protocol BGB-A317-303 Page 24 of 63 
 

Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 7   

Patients at Visit, n 94 21 

Patients Complete Questionnaire, n 94 21 

Completion Rate (%) a 43.9 20.4 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 8   

Patients at Visit, n 89 18 

Patients Complete Questionnaire, n 89 18 

Completion Rate (%) a 41.6 17.5 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 9   

Patients at Visit, n 80 17 

Patients Complete Questionnaire, n 80 17 

Completion Rate (%) a 37.4 16.5 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2016
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 10   

Patients at Visit, n 69 15 

Patients Complete Questionnaire, n 69 15 

Completion Rate (%) a 32.2 14.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 11   

Patients at Visit, n 68 15 

Patients Complete Questionnaire, n 68 15 

Completion Rate (%) a 31.8 14.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 12   

Patients at Visit, n 62 14 

Patients Complete Questionnaire, n 62 14 

Completion Rate (%) a 29.0 13.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2017
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 13   

Patients at Visit, n 56 9 

Patients Complete Questionnaire, n 56 9 

Completion Rate (%) a 26.2 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 14   

Patients at Visit, n 56 9 

Patients Complete Questionnaire, n 56 9 

Completion Rate (%) a 26.2 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 15   

Patients at Visit, n 53 9 

Patients Complete Questionnaire, n 53 9 

Completion Rate (%) a 24.8 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2018
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 16   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 49 8 

Completion Rate (%) a 22.9 7.8 

Adjusted Completion Rate (%) b 98.0 100.0 

 

Cycle 17   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 18   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2019
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 19   

Patients at Visit, n 48 8 

Patients Complete Questionnaire, n 48 8 

Completion Rate (%) a 22.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 20   

Patients at Visit, n 46 8 

Patients Complete Questionnaire, n 46 8 

Completion Rate (%) a 21.5 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 21   

Patients at Visit, n 45 8 

Patients Complete Questionnaire, n 45 8 

Completion Rate (%) a 21.0 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2020
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 22   

Patients at Visit, n 44 5 

Patients Complete Questionnaire, n 44 5 

Completion Rate (%) a 20.6 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 23   

Patients at Visit, n 38 5 

Patients Complete Questionnaire, n 38 5 

Completion Rate (%) a 17.8 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 24   

Patients at Visit, n 37 5 

Patients Complete Questionnaire, n 37 5 

Completion Rate (%) a 17.3 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 25   

Patients at Visit, n 35 5 

Patients Complete Questionnaire, n 35 5 

Completion Rate (%) a 16.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 26   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 27   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 28   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 29   

Patients at Visit, n 30 5 

Patients Complete Questionnaire, n 30 5 

Completion Rate (%) a 14.0 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 30   

Patients at Visit, n 26 4 

Patients Complete Questionnaire, n 26 4 

Completion Rate (%) a 12.1 3.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 31   

Patients at Visit, n 24 4 

Patients Complete Questionnaire, n 24 4 

Completion Rate (%) a 11.2 3.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 32   

Patients at Visit, n 20 4 

Patients Complete Questionnaire, n 20 4 

Completion Rate (%) a 9.3 3.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 33   

Patients at Visit, n 16 3 

Patients Complete Questionnaire, n 16 3 

Completion Rate (%) a 7.5 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 34   

Patients at Visit, n 16 1 

Patients Complete Questionnaire, n 16 1 

Completion Rate (%) a 7.5 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 35   

Patients at Visit, n 16 1 

Patients Complete Questionnaire, n 16 1 

Completion Rate (%) a 7.5 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 36   

Patients at Visit, n 15 1 

Patients Complete Questionnaire, n 15 1 

Completion Rate (%) a 7.0 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 37   

Patients at Visit, n 15 1 

Patients Complete Questionnaire, n 15 1 

Completion Rate (%) a 7.0 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 38   

Patients at Visit, n 14 1 

Patients Complete Questionnaire, n 14 1 

Completion Rate (%) a 6.5 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 39   

Patients at Visit, n 14 1 

Patients Complete Questionnaire, n 14 1 

Completion Rate (%) a 6.5 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 40   

Patients at Visit, n 13 1 

Patients Complete Questionnaire, n 13 1 

Completion Rate (%) a 6.1 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 41   

Patients at Visit, n 10 1 

Patients Complete Questionnaire, n 10 1 

Completion Rate (%) a 4.7 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 42   

Patients at Visit, n 8 1 

Patients Complete Questionnaire, n 8 1 

Completion Rate (%) a 3.7 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 43   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 44   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 45   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 46   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 47   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 48   

Patients at Visit, n 5 1 

Patients Complete Questionnaire, n 4 1 

Completion Rate (%) a 1.9 1.0 

Adjusted Completion Rate (%) b 80.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 

2029



Protocol BGB-A317-303 Page 38 of 63 
 

Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 49   

Patients at Visit, n 5 1 

Patients Complete Questionnaire, n 4 1 

Completion Rate (%) a 1.9 1.0 

Adjusted Completion Rate (%) b 80.0 100.0 

 

Cycle 50   

Patients at Visit, n 5 1 

Patients Complete Questionnaire, n 4 1 

Completion Rate (%) a 1.9 1.0 

Adjusted Completion Rate (%) b 80.0 100.0 

 

Cycle 51   

Patients at Visit, n 5 0 

Patients Complete Questionnaire, n 4 0 

Completion Rate (%) a 1.9 0.0 

Adjusted Completion Rate (%) b 80.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 52   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 53   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 54   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 55   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 56   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 57   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  26AUG2024 07:12  t-14-02-02-04-10-qs-comp-fa.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 58   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 59   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 60   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 61   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 62   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

End of Treatment   

Patients at Visit, n 192 100 

Patients Complete Questionnaire, n 119 68 

Completion Rate (%) a 55.6 66.0 

Adjusted Completion Rate (%) b 62.0 68.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Baseline   

Patients at Visit, n 214 103 

Patients Complete Questionnaire, n 165 69 

Completion Rate (%) a 77.1 67.0 

Adjusted Completion Rate (%) b 77.1 67.0 

 

Cycle 2   

Patients at Visit, n 195 84 

Patients Complete Questionnaire, n 158 60 

Completion Rate (%) a 73.8 58.3 

Adjusted Completion Rate (%) b 81.0 71.4 

 

Cycle 3   

Patients at Visit, n 176 70 

Patients Complete Questionnaire, n 144 52 

Completion Rate (%) a 67.3 50.5 

Adjusted Completion Rate (%) b 81.8 74.3 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 4   

Patients at Visit, n 131 44 

Patients Complete Questionnaire, n 111 35 

Completion Rate (%) a 51.9 34.0 

Adjusted Completion Rate (%) b 84.7 79.5 

 

Cycle 5   

Patients at Visit, n 122 36 

Patients Complete Questionnaire, n 107 29 

Completion Rate (%) a 50.0 28.2 

Adjusted Completion Rate (%) b 87.7 80.6 

 

Cycle 6   

Patients at Visit, n 107 33 

Patients Complete Questionnaire, n 95 30 

Completion Rate (%) a 44.4 29.1 

Adjusted Completion Rate (%) b 88.8 90.9 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 7   

Patients at Visit, n 94 21 

Patients Complete Questionnaire, n 85 19 

Completion Rate (%) a 39.7 18.4 

Adjusted Completion Rate (%) b 90.4 90.5 

 

Cycle 8   

Patients at Visit, n 89 18 

Patients Complete Questionnaire, n 80 18 

Completion Rate (%) a 37.4 17.5 

Adjusted Completion Rate (%) b 89.9 100.0 

 

Cycle 9   

Patients at Visit, n 80 17 

Patients Complete Questionnaire, n 74 17 

Completion Rate (%) a 34.6 16.5 

Adjusted Completion Rate (%) b 92.5 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 10   

Patients at Visit, n 69 15 

Patients Complete Questionnaire, n 65 15 

Completion Rate (%) a 30.4 14.6 

Adjusted Completion Rate (%) b 94.2 100.0 

 

Cycle 11   

Patients at Visit, n 68 15 

Patients Complete Questionnaire, n 66 15 

Completion Rate (%) a 30.8 14.6 

Adjusted Completion Rate (%) b 97.1 100.0 

 

Cycle 12   

Patients at Visit, n 62 14 

Patients Complete Questionnaire, n 61 14 

Completion Rate (%) a 28.5 13.6 

Adjusted Completion Rate (%) b 98.4 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 13   

Patients at Visit, n 56 9 

Patients Complete Questionnaire, n 56 9 

Completion Rate (%) a 26.2 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 14   

Patients at Visit, n 56 9 

Patients Complete Questionnaire, n 56 9 

Completion Rate (%) a 26.2 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 15   

Patients at Visit, n 53 9 

Patients Complete Questionnaire, n 53 9 

Completion Rate (%) a 24.8 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 16   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 17   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 18   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 19   

Patients at Visit, n 48 8 

Patients Complete Questionnaire, n 48 8 

Completion Rate (%) a 22.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 20   

Patients at Visit, n 46 8 

Patients Complete Questionnaire, n 46 8 

Completion Rate (%) a 21.5 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 21   

Patients at Visit, n 45 8 

Patients Complete Questionnaire, n 45 8 

Completion Rate (%) a 21.0 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 22   

Patients at Visit, n 44 5 

Patients Complete Questionnaire, n 44 5 

Completion Rate (%) a 20.6 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 23   

Patients at Visit, n 38 5 

Patients Complete Questionnaire, n 38 5 

Completion Rate (%) a 17.8 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 24   

Patients at Visit, n 37 5 

Patients Complete Questionnaire, n 37 5 

Completion Rate (%) a 17.3 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 25   

Patients at Visit, n 35 5 

Patients Complete Questionnaire, n 35 5 

Completion Rate (%) a 16.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 26   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 27   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 28   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 29   

Patients at Visit, n 30 5 

Patients Complete Questionnaire, n 30 5 

Completion Rate (%) a 14.0 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 30   

Patients at Visit, n 26 4 

Patients Complete Questionnaire, n 26 4 

Completion Rate (%) a 12.1 3.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 31   

Patients at Visit, n 24 4 

Patients Complete Questionnaire, n 24 4 

Completion Rate (%) a 11.2 3.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 32   

Patients at Visit, n 20 4 

Patients Complete Questionnaire, n 20 4 

Completion Rate (%) a 9.3 3.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 33   

Patients at Visit, n 16 3 

Patients Complete Questionnaire, n 16 3 

Completion Rate (%) a 7.5 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 34   

Patients at Visit, n 16 1 

Patients Complete Questionnaire, n 16 1 

Completion Rate (%) a 7.5 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 35   

Patients at Visit, n 16 1 

Patients Complete Questionnaire, n 16 1 

Completion Rate (%) a 7.5 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 36   

Patients at Visit, n 15 1 

Patients Complete Questionnaire, n 15 1 

Completion Rate (%) a 7.0 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 37   

Patients at Visit, n 15 1 

Patients Complete Questionnaire, n 15 1 

Completion Rate (%) a 7.0 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 38   

Patients at Visit, n 14 1 

Patients Complete Questionnaire, n 14 1 

Completion Rate (%) a 6.5 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 39   

Patients at Visit, n 14 1 

Patients Complete Questionnaire, n 14 1 

Completion Rate (%) a 6.5 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 40   

Patients at Visit, n 13 1 

Patients Complete Questionnaire, n 13 1 

Completion Rate (%) a 6.1 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 41   

Patients at Visit, n 10 1 

Patients Complete Questionnaire, n 10 1 

Completion Rate (%) a 4.7 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 42   

Patients at Visit, n 8 1 

Patients Complete Questionnaire, n 8 1 

Completion Rate (%) a 3.7 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 43   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 44   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 45   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 46   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 47   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 48   

Patients at Visit, n 5 1 

Patients Complete Questionnaire, n 4 1 

Completion Rate (%) a 1.9 1.0 

Adjusted Completion Rate (%) b 80.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 49   

Patients at Visit, n 5 1 

Patients Complete Questionnaire, n 4 1 

Completion Rate (%) a 1.9 1.0 

Adjusted Completion Rate (%) b 80.0 100.0 

 

Cycle 50   

Patients at Visit, n 5 1 

Patients Complete Questionnaire, n 4 1 

Completion Rate (%) a 1.9 1.0 

Adjusted Completion Rate (%) b 80.0 100.0 

 

Cycle 51   

Patients at Visit, n 5 0 

Patients Complete Questionnaire, n 4 0 

Completion Rate (%) a 1.9 0.0 

Adjusted Completion Rate (%) b 80.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 52   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 53   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 54   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 55   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 56   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 57   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 58   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 59   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 60   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 61   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 62   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

End of Treatment   

Patients at Visit, n 192 100 

Patients Complete Questionnaire, n 118 68 

Completion Rate (%) a 55.1 66.0 

Adjusted Completion Rate (%) b 61.5 68.0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 68.0 (19.15)  71.2 (18.52)  69.0 (18.98)  

Median 66.7  66.7  66.7  

Q1, Q3 54.2, 83.3  58.3, 83.3  58.3, 83.3  

Min, Max 0, 100  8, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 69.9 (19.99) 1.2 (17.68) 70.3 (16.58) -2.3 (15.86) 70.0 (19.00) 0.1 (17.20) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 50.0, 83.3 -8.3, 8.3 58.3, 83.3 -16.7, 8.3 58.3, 83.3 -8.3, 8.3 

Min, Max 25, 100 -50, 83 33, 100 -42, 33 25, 100 -50, 83 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 69.8 (20.75) 0.5 (17.83) 69.4 (17.53) -3.1 (20.17) 69.7 (19.85) -0.5 (18.56) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 50.0, 83.3 -8.3, 8.3 58.3, 83.3 -16.7, 8.3 50.0, 83.3 -8.3, 8.3 

Min, Max 0, 100 -67, 58 25, 100 -42, 75 0, 100 -67, 75 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 71.4 (20.52) 1.0 (19.11) 69.3 (15.75) -2.3 (20.04) 70.9 (19.41) 0.1 (19.34) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 58.3, 83.3 -8.3, 16.7 54.2, 83.3 -16.7, 0.0 58.3, 83.3 -16.7, 8.3 

Min, Max 17, 100 -50, 58 33, 100 -42, 75 17, 100 -50, 75 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 74.7 (17.31) 4.6 (17.18) 69.9 (17.62) -1.6 (23.72) 73.6 (17.44) 3.2 (18.97) 

Median 79.2 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 66.7, 83.3 -16.7, 12.5 66.7, 83.3 -8.3, 16.7 

Min, Max 33, 100 -50, 58 33, 100 -50, 75 33, 100 -50, 75 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 75.6 (16.97) 4.6 (16.52) 69.9 (16.13) -0.3 (22.39) 74.3 (16.89) 3.5 (18.10) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 66.7, 83.3 -16.7, 16.7 66.7, 83.3 0.0, 16.7 

Min, Max 42, 100 -50, 50 33, 100 -50, 58 33, 100 -50, 58 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 76.3 (16.90) 4.4 (19.46) 68.7 (15.79) 0.0 (20.92) 74.9 (16.90) 3.6 (19.72) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 -8.3, 16.7 

Min, Max 17, 100 -50, 67 50, 100 -50, 42 17, 100 -50, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 77.1 (16.96) 5.5 (16.43) 70.4 (18.13) 4.2 (24.13) 75.9 (17.26) 5.3 (17.82) 

Median 83.3 0.0 75.0 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -8.3, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 17, 100 -33, 50 33, 100 -17, 83 17, 100 -33, 83 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 76.0 (16.42) 3.5 (18.12) 65.7 (17.15) -1.0 (26.33) 74.2 (16.93) 2.7 (19.72) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 -8.3, 16.7 66.7, 83.3 -16.7, 0.0 66.7, 83.3 -8.3, 16.7 

Min, Max 33, 100 -33, 50 17, 83 -50, 75 17, 100 -50, 75 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 76.6 (15.48) 2.8 (15.63) 73.9 (15.06) 7.2 (29.69) 76.1 (15.35) 3.6 (18.76) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 66.7, 83.3 -16.7, 25.0 66.7, 83.3 -4.2, 16.7 

Min, Max 33, 100 -33, 50 50, 100 -17, 92 33, 100 -33, 92 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 75.6 (18.23) 2.0 (17.58) 72.8 (12.78) 6.1 (18.49) 75.1 (17.34) 2.7 (17.71) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 -4.2, 16.7 66.7, 83.3 0.0, 16.7 66.7, 83.3 0.0, 16.7 

Min, Max 0, 100 -50, 33 50, 100 -17, 58 0, 100 -50, 58 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 75.8 (16.65) 2.7 (17.97) 73.8 (15.28) 8.3 (22.65) 75.4 (16.32) 3.7 (18.88) 

Median 83.3 0.0 79.2 4.2 83.3 0.0 

Q1, Q3 66.7, 83.3 -8.3, 16.7 66.7, 83.3 0.0, 16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -42, 50 42, 100 -17, 75 42, 100 -42, 75 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 75.3 (15.81) 2.7 (16.90) 65.7 (16.90) -1.9 (15.47) 74.0 (16.17) 2.1 (16.67) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 12.5 50.0, 83.3 -16.7, 16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 42, 100 -42, 50 50, 92 -17, 17 42, 100 -42, 50 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 75.4 (14.07) 2.8 (17.21) 66.7 (20.41) -0.9 (14.70) 74.2 (15.22) 2.3 (16.83) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 0.0 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -42, 33 33, 100 -17, 25 33, 100 -42, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 73.7 (14.28) 1.4 (16.32) 70.4 (16.20) 2.8 (14.43) 73.3 (14.48) 1.6 (15.96) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 66.7, 83.3 0.0, 16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -42, 33 50, 100 -17, 25 50, 100 -42, 33 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 75.2 (14.53) 2.8 (17.05) 69.8 (20.86) 4.2 (19.92) 74.4 (15.44) 3.0 (17.29) 

Median 75.0 0.0 75.0 4.2 75.0 0.0 

Q1, Q3 66.7, 83.3 -8.3, 16.7 50.0, 83.3 -16.7, 20.8 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -33, 50 42, 100 -17, 33 42, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 75.3 (14.18) 3.0 (17.31) 63.5 (20.86) -2.1 (18.77) 73.7 (15.59) 2.3 (17.44) 

Median 70.8 0.0 58.3 -8.3 66.7 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 50.0, 83.3 -16.7, 8.3 66.7, 83.3 -8.3, 8.3 

Min, Max 50, 100 -33, 50 33, 92 -17, 33 33, 100 -33, 50 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 75.7 (15.69) 3.3 (17.09) 72.9 (15.27) 7.3 (20.62) 75.3 (15.53) 3.9 (17.47) 

Median 83.3 0.0 66.7 0.0 79.2 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 66.7, 83.3 -8.3, 29.2 66.7, 83.3 -8.3, 16.7 

Min, Max 33, 100 -33, 50 50, 100 -17, 33 33, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 74.1 (15.87) 1.7 (20.63) 68.8 (20.77) 3.1 (17.78) 73.4 (16.55) 1.9 (20.10) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 66.7, 83.3 -12.5, 8.3 58.3, 83.3 -8.3, 12.5 66.7, 83.3 -12.5, 8.3 

Min, Max 33, 100 -33, 67 33, 100 -17, 33 33, 100 -33, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 75.9 (15.83) 2.7 (21.38) 68.8 (18.77) 3.1 (19.89) 74.8 (16.31) 2.8 (20.98) 

Median 79.2 0.0 66.7 0.0 70.8 0.0 

Q1, Q3 66.7, 83.3 -16.7, 8.3 50.0, 83.3 -16.7, 20.8 66.7, 83.3 -16.7, 16.7 

Min, Max 50, 100 -33, 67 50, 100 -17, 33 50, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 77.2 (13.69) 3.1 (18.23) 75.0 (17.25) 9.4 (22.90) 76.9 (14.12) 4.1 (18.89) 

Median 83.3 0.0 75.0 8.3 83.3 0.0 

Q1, Q3 66.7, 83.3 -8.3, 16.7 62.5, 87.5 -12.5, 29.2 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -33, 50 50, 100 -17, 42 50, 100 -33, 50 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 75.2 (14.87) 1.3 (20.01) 68.3 (22.36) -3.3 (17.28) 74.5 (15.63) 0.9 (19.64) 

Median 70.8 0.0 58.3 -8.3 66.7 0.0 

Q1, Q3 66.7, 83.3 -16.7, 12.5 50.0, 83.3 -16.7, 0.0 66.7, 83.3 -16.7, 8.3 

Min, Max 50, 100 -42, 50 50, 100 -17, 25 50, 100 -42, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 77.0 (14.81) 2.9 (19.88) 71.7 (20.07) 0.0 (16.67) 76.4 (15.32) 2.5 (19.38) 

Median 83.3 0.0 83.3 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 50.0, 83.3 -16.7, 16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -33, 50 50, 92 -17, 17 50, 100 -33, 50 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 75.7 (14.48) 2.3 (20.09) 70.0 (13.94) -1.7 (9.13) 75.0 (14.37) 1.8 (19.09) 

Median 83.3 0.0 66.7 0.0 79.2 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 66.7, 83.3 0.0, 0.0 66.7, 83.3 -8.3, 8.3 

Min, Max 50, 100 -33, 50 50, 83 -17, 8 50, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 76.4 (14.50) 3.6 (18.67) 70.0 (21.73) -1.7 (17.08) 75.6 (15.38) 2.9 (18.35) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 8.3 50.0, 83.3 -16.7, 0.0 66.7, 83.3 -4.2, 8.3 

Min, Max 50, 100 -33, 50 50, 100 -17, 25 50, 100 -33, 50 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 75.8 (14.34) 3.0 (16.51) 70.0 (19.18) -1.7 (14.91) 75.0 (14.88) 2.4 (16.20) 

Median 83.3 0.0 75.0 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 8.3 50.0, 83.3 -16.7, 8.3 66.7, 83.3 -8.3, 8.3 

Min, Max 50, 100 -25, 50 50, 92 -17, 17 50, 100 -25, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 73.5 (13.89) 0.8 (18.68) 70.0 (13.94) -1.7 (9.13) 73.0 (13.76) 0.4 (17.65) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 66.7, 83.3 0.0, 0.0 66.7, 83.3 -8.3, 8.3 

Min, Max 50, 100 -33, 50 50, 83 -17, 8 50, 100 -33, 50 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 75.0 (14.73) 2.3 (16.70) 68.3 (19.00) -3.3 (13.94) 74.1 (15.23) 1.5 (16.31) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 50.0, 83.3 -16.7, 0.0 66.7, 83.3 -16.7, 8.3 

Min, Max 50, 100 -25, 50 50, 92 -17, 17 50, 100 -25, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 75.3 (14.76) 4.2 (18.79) 70.0 (21.73) -1.7 (17.08) 74.5 (15.65) 3.3 (18.44) 

Median 70.8 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 66.7, 83.3 0.0, 8.3 50.0, 83.3 -16.7, 0.0 66.7, 83.3 -8.3, 8.3 

Min, Max 50, 100 -25, 50 50, 100 -17, 25 50, 100 -25, 50 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 76.0 (16.72) 6.7 (21.08) 68.8 (21.92) -4.2 (15.96) 75.0 (17.23) 5.3 (20.59) 

Median 83.3 0.0 66.7 -8.3 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 87.5 -16.7, 8.3 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -25, 50 50, 92 -17, 17 50, 100 -25, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 76.0 (15.79) 6.6 (19.81) 70.8 (15.96) -2.1 (10.49) 75.3 (15.63) 5.4 (18.87) 

Median 83.3 0.0 75.0 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 -4.2, 16.7 58.3, 83.3 -8.3, 4.2 66.7, 83.3 -4.2, 12.5 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 75.0 (15.53) 6.7 (17.23) 45.8 (34.36) -27.1 (32.90) 70.1 (21.83) 1.0 (23.48) 

Median 83.3 0.0 50.0 -16.7 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 25.0, 66.7 -45.8, -8.3 54.2, 83.3 -12.5, 12.5 

Min, Max 50, 100 -17, 50 0, 83 -75, 0 0, 100 -75, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 78.1 (15.77) 7.8 (18.87) 66.7 (16.67) -5.6 (9.62) 76.3 (16.02) 5.7 (18.23) 

Median 83.3 4.2 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 0.0 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 50, 83 -17, 0 50, 100 -17, 50 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 77.6 (15.13) 7.3 (18.23) 50.0 (NE) -16.7 (NE) 76.0 (16.11) 5.9 (18.58) 

Median 83.3 4.2 50.0 -16.7 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 50.0 -16.7, -16.7 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 77.1 (14.75) 6.8 (17.80) 50.0 (NE) -16.7 (NE) 75.5 (15.72) 5.4 (18.15) 

Median 83.3 4.2 50.0 -16.7 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 50.0 -16.7, -16.7 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 78.3 (15.37) 7.8 (18.76) 50.0 (NE) -16.7 (NE) 76.6 (16.45) 6.3 (19.12) 

Median 83.3 8.3 50.0 -16.7 83.3 4.2 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 50.0 -16.7, -16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 78.3 (15.37) 7.8 (18.76) 50.0 (NE) -16.7 (NE) 76.6 (16.45) 6.3 (19.12) 

Median 83.3 8.3 50.0 -16.7 83.3 4.2 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 50.0 -16.7, -16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 80.4 (12.91) 8.3 (18.20) 50.0 (NE) -16.7 (NE) 78.3 (14.71) 6.7 (18.69) 

Median 83.3 8.3 50.0 -16.7 83.3 8.3 

Q1, Q3 75.0, 83.3 0.0, 16.7 50.0, 50.0 -16.7, -16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 80.4 (12.91) 8.3 (18.20) 50.0 (NE) -16.7 (NE) 78.3 (14.71) 6.7 (18.69) 

Median 83.3 8.3 50.0 -16.7 83.3 8.3 

Q1, Q3 75.0, 83.3 0.0, 16.7 50.0, 50.0 -16.7, -16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 78.2 (12.52) 5.8 (18.13) 50.0 (NE) -16.7 (NE) 76.2 (14.19) 4.2 (18.42) 

Median 83.3 8.3 50.0 -16.7 83.3 4.2 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 50.0 -16.7, -16.7 66.7, 83.3 -16.7, 16.7 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 78.3 (13.72) 6.7 (19.16) 50.0 (NE) -16.7 (NE) 75.8 (15.57) 4.5 (19.49) 

Median 83.3 4.2 50.0 -16.7 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 50.0 -16.7, -16.7 66.7, 83.3 -16.7, 16.7 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 77.1 (15.27) 7.3 (21.56) 50.0 (NE) -16.7 (NE) 74.1 (16.90) 4.6 (21.70) 

Median 83.3 4.2 50.0 -16.7 83.3 0.0 

Q1, Q3 66.7, 83.3 -8.3, 16.7 50.0, 50.0 -16.7, -16.7 66.7, 83.3 -16.7, 16.7 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 76.2 (21.21) 10.7 (21.90) 50.0 (NE) -16.7 (NE) 72.9 (21.71) 7.3 (22.47) 

Median 83.3 16.7 50.0 -16.7 75.0 8.3 

Q1, Q3 50.0, 100.0 -8.3, 16.7 50.0, 50.0 -16.7, -16.7 50.0, 91.7 -12.5, 16.7 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 78.6 (18.54) 13.1 (20.33) 50.0 (NE) -16.7 (NE) 75.0 (19.92) 9.4 (21.56) 

Median 83.3 16.7 50.0 -16.7 75.0 12.5 

Q1, Q3 66.7, 100.0 0.0, 16.7 50.0, 50.0 -16.7, -16.7 58.3, 91.7 -8.3, 16.7 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 76.2 (16.27) 10.7 (20.81) 50.0 (NE) -16.7 (NE) 72.9 (17.68) 7.3 (21.56) 

Median 83.3 8.3 50.0 -16.7 75.0 4.2 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 50.0 -16.7, -16.7 58.3, 83.3 -8.3, 16.7 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 73.8 (16.27) 8.3 (20.97) 50.0 (NE) -16.7 (NE) 70.8 (17.25) 5.2 (21.33) 

Median 66.7 0.0 50.0 -16.7 66.7 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 50.0 -16.7, -16.7 58.3, 83.3 -8.3, 12.5 

Min, Max 50, 100 -17, 50 50, 50 -17, -17 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 69.4 (12.55) 1.4 (11.08) 50.0 (NE) -16.7 (NE) 66.7 (13.61) -1.2 (12.20) 

Median 66.7 0.0 50.0 -16.7 66.7 0.0 

Q1, Q3 66.7, 83.3 0.0, 8.3 50.0, 50.0 -16.7, -16.7 50.0, 83.3 -16.7, 8.3 

Min, Max 50, 83 -17, 17 50, 50 -17, -17 50, 83 -17, 17 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 75.0 (9.62) 10.4 (7.98) 50.0 (NE) -16.7 (NE) 70.0 (13.94) 5.0 (13.94) 

Median 75.0 12.5 50.0 -16.7 66.7 8.3 

Q1, Q3 66.7, 83.3 4.2, 16.7 50.0, 50.0 -16.7, -16.7 66.7, 83.3 0.0, 16.7 

Min, Max 67, 83 0, 17 50, 50 -17, -17 50, 83 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 70.8 (8.33) 6.3 (7.98) 50.0 (NE) -16.7 (NE) 66.7 (11.79) 1.7 (12.36) 

Median 66.7 4.2 50.0 -16.7 66.7 0.0 

Q1, Q3 66.7, 75.0 0.0, 12.5 50.0, 50.0 -16.7, -16.7 66.7, 66.7 0.0, 8.3 

Min, Max 67, 83 0, 17 50, 50 -17, -17 50, 83 -17, 17 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 70.8 (8.33) 6.3 (7.98) 50.0 (NE) -16.7 (NE) 66.7 (11.79) 1.7 (12.36) 

Median 66.7 4.2 50.0 -16.7 66.7 0.0 

Q1, Q3 66.7, 75.0 0.0, 12.5 50.0, 50.0 -16.7, -16.7 66.7, 66.7 0.0, 8.3 

Min, Max 67, 83 0, 17 50, 50 -17, -17 50, 83 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 70.8 (8.33) 6.3 (7.98)   70.8 (8.33) 6.3 (7.98) 

Median 66.7 4.2   66.7 4.2 

Q1, Q3 66.7, 75.0 0.0, 12.5   66.7, 75.0 0.0, 12.5 

Min, Max 67, 83 0, 17   67, 83 0, 17 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 72.2 (9.62) 8.3 (8.33)   72.2 (9.62) 8.3 (8.33) 

Median 66.7 8.3   66.7 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7   66.7, 83.3 0.0, 16.7 

Min, Max 67, 83 0, 17   67, 83 0, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 72.2 (9.62) 8.3 (8.33)   72.2 (9.62) 8.3 (8.33) 

Median 66.7 8.3   66.7 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7   66.7, 83.3 0.0, 16.7 

Min, Max 67, 83 0, 17   67, 83 0, 17 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 72.2 (9.62) 8.3 (8.33)   72.2 (9.62) 8.3 (8.33) 

Median 66.7 8.3   66.7 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7   66.7, 83.3 0.0, 16.7 

Min, Max 67, 83 0, 17   67, 83 0, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 66.7 (0.00) 12.5 (5.89)   66.7 (0.00) 12.5 (5.89) 

Median 66.7 12.5   66.7 12.5 

Q1, Q3 66.7, 66.7 8.3, 16.7   66.7, 66.7 8.3, 16.7 

Min, Max 67, 67 8, 17   67, 67 8, 17 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 66.7 (0.00) 12.5 (5.89)   66.7 (0.00) 12.5 (5.89) 

Median 66.7 12.5   66.7 12.5 

Q1, Q3 66.7, 66.7 8.3, 16.7   66.7, 66.7 8.3, 16.7 

Min, Max 67, 67 8, 17   67, 67 8, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 64.6 (21.97) -3.8 (22.75) 61.9 (18.29) -9.4 (20.81) 63.6 (20.70) -5.8 (22.18) 

Median 66.7 0.0 66.7 -8.3 66.7 0.0 

Q1, Q3 50.0, 83.3 -16.7, 8.3 50.0, 75.0 -16.7, 0.0 50.0, 83.3 -16.7, 8.3 

Min, Max 0, 100 -75, 67 0, 100 -50, 58 0, 100 -75, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 86.1 (13.66)  88.0 (12.61)  86.7 (13.35)  

Median 86.7  93.3  86.7  

Q1, Q3 80.0, 100.0  80.0, 100.0  80.0, 100.0  

Min, Max 13, 100  47, 100  13, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 83.8 (16.72) -2.7 (12.00) 85.5 (15.11) -3.2 (10.58) 84.3 (16.24) -2.8 (11.58) 

Median 86.7 0.0 86.7 0.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 0.0 80.0, 100.0 -6.7, 0.0 80.0, 100.0 -6.7, 0.0 

Min, Max 7, 100 -47, 60 27, 100 -33, 20 7, 100 -47, 60 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 84.1 (17.91) -2.7 (15.50) 83.2 (18.15) -5.2 (14.13) 83.9 (17.94) -3.5 (15.13) 

Median 86.7 0.0 86.7 0.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 0.0 80.0, 93.3 -6.7, 0.0 80.0, 100.0 -6.7, 0.0 

Min, Max 0, 100 -67, 60 20, 100 -67, 13 0, 100 -67, 60 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 86.0 (16.88) -1.3 (12.79) 90.0 (11.28) 0.6 (8.60) 87.0 (15.73) -0.8 (11.88) 

Median 86.7 0.0 93.3 0.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 6.7 86.7, 100.0 -6.7, 6.7 80.0, 100.0 -6.7, 6.7 

Min, Max 13, 100 -53, 40 53, 100 -20, 20 13, 100 -53, 40 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 86.6 (14.83) -1.4 (12.57) 90.7 (8.77) -0.9 (9.45) 87.6 (13.77) -1.3 (11.90) 

Median 86.7 0.0 93.3 0.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 6.7 86.7, 100.0 -6.7, 3.3 80.0, 100.0 -6.7, 6.7 

Min, Max 20, 100 -60, 40 67, 100 -20, 27 20, 100 -60, 40 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 87.1 (14.60) -1.5 (14.23) 88.7 (12.07) -2.2 (9.67) 87.5 (14.02) -1.7 (13.26) 

Median 86.7 0.0 86.7 0.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 6.7 86.7, 100.0 -6.7, 0.0 80.0, 100.0 -6.7, 3.3 

Min, Max 7, 100 -87, 33 47, 100 -27, 27 7, 100 -87, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 88.7 (13.08) 0.4 (10.99) 85.1 (14.44) -7.0 (12.73) 88.1 (13.35) -1.0 (11.62) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 80.0, 100.0 -13.3, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 33, 100 -53, 27 53, 100 -40, 13 33, 100 -53, 27 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 88.2 (15.01) -0.1 (13.35) 82.6 (15.02) -9.6 (11.71) 87.3 (15.09) -1.7 (13.52) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 73.3, 93.3 -13.3, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 40, 100 -47, 33 47, 100 -40, 0 40, 100 -47, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 88.8 (13.24) 0.0 (11.67) 82.0 (17.28) -10.2 (15.30) 87.6 (14.17) -1.8 (12.89) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 80.0, 93.3 -6.7, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 47, 100 -40, 27 47, 100 -53, 0 47, 100 -53, 27 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 89.6 (12.13) 0.5 (12.01) 82.2 (15.05) -9.3 (14.86) 88.3 (12.91) -1.3 (13.03) 

Median 93.3 0.0 86.7 -6.7 90.0 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 93.3 -13.3, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 40, 100 -47, 33 47, 100 -47, 13 40, 100 -47, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 90.1 (12.27) 1.1 (12.38) 82.7 (16.09) -8.9 (13.72) 88.8 (13.25) -0.7 (13.13) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 86.7, 100.0 -3.3, 6.7 73.3, 93.3 -13.3, 0.0 86.7, 100.0 -6.7, 6.7 

Min, Max 53, 100 -33, 40 53, 100 -40, 13 53, 100 -40, 40 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 90.6 (12.04) 2.0 (11.93) 83.3 (16.07) -8.1 (11.75) 89.3 (13.07) 0.2 (12.46) 

Median 96.7 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 73.3, 100.0 -13.3, 0.0 86.7, 100.0 -3.3, 6.7 

Min, Max 53, 100 -40, 40 53, 100 -33, 7 53, 100 -40, 40 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 89.0 (12.28) 0.8 (10.87) 82.2 (14.14) -11.1 (12.02) 88.1 (12.66) -0.8 (11.70) 

Median 89.2 0.0 80.0 -13.3 86.7 0.0 

Q1, Q3 80.0, 100.0 -4.2, 6.7 73.3, 93.3 -20.0, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 53, 100 -33, 27 60, 100 -27, 7 53, 100 -33, 27 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 89.0 (13.54) 0.8 (13.03) 83.0 (16.02) -10.4 (13.79) 88.2 (13.93) -0.7 (13.60) 

Median 90.0 0.0 86.7 -6.7 86.7 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 73.3, 93.3 -13.3, 0.0 80.0, 100.0 0.0, 6.7 

Min, Max 40, 100 -47, 33 53, 100 -40, 7 40, 100 -47, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 88.1 (13.16) 0.1 (12.78) 81.5 (17.57) -11.9 (14.82) 87.1 (13.91) -1.6 (13.64) 

Median 86.7 0.0 86.7 -6.7 86.7 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 66.7, 93.3 -20.0, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 40, 100 -47, 33 53, 100 -40, 7 40, 100 -47, 33 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 90.9 (10.32) 3.1 (10.28) 78.3 (15.01) -14.2 (13.06) 89.2 (11.77) 0.7 (12.15) 

Median 93.3 0.0 83.3 -10.0 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 66.7, 90.0 -20.0, -6.7 86.7, 100.0 0.0, 6.7 

Min, Max 60, 100 -27, 33 53, 93 -40, 0 53, 100 -40, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2095



Protocol BGB-A317-303 Page 41 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 89.1 (12.55) 1.2 (12.25) 80.0 (16.71) -12.5 (14.45) 87.8 (13.40) -0.7 (13.32) 

Median 93.3 0.0 83.3 -10.0 90.0 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 66.7, 93.3 -23.3, -3.3 80.0, 100.0 0.0, 6.7 

Min, Max 47, 100 -40, 27 53, 100 -33, 7 47, 100 -40, 27 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 89.3 (12.71) 1.5 (12.29) 80.0 (20.16) -12.5 (19.98) 88.0 (14.12) -0.5 (14.23) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 76.7, 93.3 -13.3, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 53, 100 -40, 33 33, 93 -60, 0 33, 100 -60, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 90.1 (12.07) 2.2 (12.02) 75.0 (19.76) -17.5 (18.15) 88.0 (14.24) -0.6 (14.62) 

Median 93.3 0.0 83.3 -13.3 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 60.0, 90.0 -26.7, -3.3 80.0, 100.0 -3.3, 6.7 

Min, Max 60, 100 -40, 40 40, 93 -53, 0 40, 100 -53, 40 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 90.9 (11.19) 2.2 (11.76) 78.3 (17.37) -14.2 (14.88) 89.0 (12.90) -0.2 (13.46) 

Median 93.3 0.0 83.3 -10.0 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 63.3, 90.0 -23.3, -3.3 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -27, 40 53, 100 -40, 0 53, 100 -40, 40 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 90.7 (12.34) 2.1 (13.32) 81.7 (16.62) -10.8 (15.91) 89.3 (13.29) 0.1 (14.35) 

Median 100.0 0.0 83.3 -6.7 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 76.7, 93.3 -13.3, -3.3 86.7, 100.0 -6.7, 6.7 

Min, Max 53, 100 -40, 40 47, 100 -47, 7 47, 100 -47, 40 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 89.4 (12.80) 0.8 (13.12) 88.0 (5.58) -6.7 (4.71) 89.3 (12.23) 0.0 (12.69) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 83.3, 100.0 0.0, 6.7 86.7, 93.3 -6.7, -6.7 86.7, 100.0 -6.7, 6.7 

Min, Max 47, 100 -33, 40 80, 93 -13, 0 47, 100 -33, 40 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 90.0 (14.60) 1.4 (16.19) 82.7 (10.11) -12.0 (9.89) 89.1 (14.26) -0.2 (16.10) 

Median 93.3 0.0 86.7 -13.3 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 13.3 80.0, 86.7 -13.3, -6.7 86.7, 100.0 -6.7, 6.7 

Min, Max 27, 100 -53, 40 67, 93 -27, 0 27, 100 -53, 40 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 88.3 (16.36) 0.0 (17.43) 84.0 (3.65) -10.7 (3.65) 87.8 (15.44) -1.3 (16.74) 

Median 93.3 0.0 86.7 -13.3 86.7 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 86.7 -13.3, -6.7 86.7, 100.0 -6.7, 6.7 

Min, Max 13, 100 -67, 40 80, 87 -13, -7 13, 100 -67, 40 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 92.8 (9.48) 4.2 (13.44) 82.7 (12.11) -12.0 (9.89) 91.5 (10.24) 2.2 (14.03) 

Median 100.0 0.0 80.0 -13.3 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 13.3 80.0, 86.7 -13.3, -6.7 83.3, 100.0 -6.7, 10.0 

Min, Max 73, 100 -27, 47 67, 100 -27, 0 67, 100 -27, 47 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 91.3 (11.61) 3.0 (14.25) 84.0 (7.60) -10.7 (7.60) 90.4 (11.36) 1.2 (14.28) 

Median 100.0 0.0 86.7 -13.3 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 86.7 -13.3, -6.7 86.7, 100.0 -6.7, 6.7 

Min, Max 60, 100 -40, 40 73, 93 -20, 0 60, 100 -40, 40 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 91.1 (10.89) 2.8 (12.70) 76.0 (12.11) -18.7 (8.69) 89.1 (12.05) 0.0 (14.21) 

Median 93.3 0.0 80.0 -13.3 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 66.7, 86.7 -20.0, -13.3 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -40, 27 60, 87 -33, -13 60, 100 -40, 27 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 90.3 (11.80) 2.0 (12.30) 78.7 (10.95) -16.0 (10.11) 88.8 (12.21) -0.4 (13.42) 

Median 93.3 0.0 80.0 -13.3 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 13.3 80.0, 86.7 -13.3, -13.3 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -40, 27 60, 87 -33, -7 60, 100 -40, 27 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 90.4 (12.09) 2.2 (13.02) 78.7 (10.95) -16.0 (10.11) 88.8 (12.50) -0.4 (14.09) 

Median 93.3 0.0 80.0 -13.3 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 80.0, 86.7 -13.3, -13.3 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -40, 33 60, 87 -33, -7 60, 100 -40, 33 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 90.3 (12.82) 0.8 (14.28) 81.7 (3.33) -13.3 (5.44) 89.1 (12.32) -1.1 (14.23) 

Median 93.3 0.0 80.0 -13.3 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 80.0, 83.3 -16.7, -10.0 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -40, 27 80, 87 -20, -7 60, 100 -40, 27 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 89.4 (13.03) 0.6 (13.47) 83.3 (3.85) -11.7 (3.33) 88.6 (12.29) -1.2 (13.22) 

Median 93.3 0.0 83.3 -13.3 93.3 0.0 

Q1, Q3 80.0, 100.0 -3.3, 6.7 80.0, 86.7 -13.3, -10.0 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -33, 27 80, 87 -13, -7 60, 100 -33, 27 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 89.7 (13.06) -1.0 (14.23) 83.3 (3.85) -11.7 (3.33) 88.6 (12.19) -2.8 (13.61) 

Median 93.3 0.0 83.3 -13.3 90.0 0.0 

Q1, Q3 83.3, 100.0 -6.7, 6.7 80.0, 86.7 -13.3, -10.0 80.0, 100.0 -10.0, 6.7 

Min, Max 60, 100 -40, 27 80, 87 -13, -7 60, 100 -40, 27 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 90.4 (11.67) 0.4 (12.52) 82.2 (3.85) -11.1 (3.85) 89.1 (11.16) -1.4 (12.29) 

Median 96.7 0.0 80.0 -13.3 86.7 0.0 

Q1, Q3 83.3, 100.0 -3.3, 6.7 80.0, 86.7 -13.3, -6.7 80.0, 100.0 -6.7, 6.7 

Min, Max 67, 100 -27, 27 80, 87 -13, -7 67, 100 -27, 27 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 90.4 (11.15) 0.4 (12.76) 80.0 (NE) -6.7 (NE) 89.8 (11.08) 0.0 (12.47) 

Median 96.7 0.0 80.0 -6.7 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 80.0, 80.0 -6.7, -6.7 80.0, 100.0 0.0, 6.7 

Min, Max 73, 100 -27, 27 80, 80 -7, -7 73, 100 -27, 27 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 90.0 (12.65) 0.0 (13.55) 80.0 (NE) -6.7 (NE) 89.4 (12.49) -0.4 (13.22) 

Median 96.7 0.0 80.0 -6.7 93.3 0.0 

Q1, Q3 83.3, 100.0 0.0, 6.7 80.0, 80.0 -6.7, -6.7 80.0, 100.0 0.0, 6.7 

Min, Max 60, 100 -27, 27 80, 80 -7, -7 60, 100 -27, 27 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 90.7 (12.55) 1.3 (11.87) 80.0 (NE) -6.7 (NE) 90.0 (12.41) 0.8 (11.64) 

Median 100.0 0.0 80.0 -6.7 96.7 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 80.0, 80.0 -6.7, -6.7 80.0, 100.0 0.0, 3.3 

Min, Max 60, 100 -27, 27 80, 80 -7, -7 60, 100 -27, 27 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 92.4 (9.38) 3.1 (9.38) 80.0 (NE) -6.7 (NE) 91.7 (9.58) 2.5 (9.39) 

Median 100.0 0.0 80.0 -6.7 96.7 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 80.0 -6.7, -6.7 83.3, 100.0 0.0, 6.7 

Min, Max 73, 100 -13, 27 80, 80 -7, -7 73, 100 -13, 27 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 91.9 (11.15) 1.9 (11.53) 80.0 (NE) -6.7 (NE) 91.1 (11.17) 1.3 (11.32) 

Median 100.0 0.0 80.0 -6.7 100.0 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 80.0 -6.7, -6.7 86.7, 100.0 -6.7, 6.7 

Min, Max 67, 100 -20, 27 80, 80 -7, -7 67, 100 -20, 27 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 92.9 (8.85) 2.9 (9.32) 80.0 (NE) -6.7 (NE) 92.0 (9.15) 2.2 (9.32) 

Median 96.7 0.0 80.0 -6.7 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 80.0 -6.7, -6.7 86.7, 100.0 0.0, 6.7 

Min, Max 73, 100 -13, 27 80, 80 -7, -7 73, 100 -13, 27 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 92.8 (9.99) 3.6 (10.04) 80.0 (NE) -6.7 (NE) 91.9 (10.19) 2.9 (10.03) 

Median 100.0 0.0 80.0 -6.7 96.7 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 80.0 -6.7, -6.7 86.7, 100.0 0.0, 6.7 

Min, Max 73, 100 -13, 27 80, 80 -7, -7 73, 100 -13, 27 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 94.7 (6.89) 3.3 (11.00) 80.0 (NE) -6.7 (NE) 93.3 (7.89) 2.4 (10.86) 

Median 100.0 0.0 80.0 -6.7 100.0 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 80.0 -6.7, -6.7 86.7, 100.0 -6.7, 6.7 

Min, Max 87, 100 -13, 27 80, 80 -7, -7 80, 100 -13, 27 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 95.0 (6.90) 3.3 (12.34) 80.0 (NE) -6.7 (NE) 93.3 (8.16) 2.2 (12.02) 

Median 100.0 0.0 80.0 -6.7 100.0 0.0 

Q1, Q3 86.7, 100.0 -3.3, 10.0 80.0, 80.0 -6.7, -6.7 86.7, 100.0 -6.7, 6.7 

Min, Max 87, 100 -13, 27 80, 80 -7, -7 80, 100 -13, 27 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 95.2 (6.34) 4.8 (12.60) 86.7 (NE) 0.0 (NE) 94.2 (6.61) 4.2 (11.79) 

Median 100.0 0.0 86.7 0.0 96.7 0.0 

Q1, Q3 86.7, 100.0 0.0, 13.3 86.7, 86.7 0.0, 0.0 86.7, 100.0 0.0, 10.0 

Min, Max 87, 100 -13, 27 87, 87 0, 0 87, 100 -13, 27 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 94.3 (7.13) 3.8 (13.25) 80.0 (NE) -6.7 (NE) 92.5 (8.31) 2.5 (12.82) 

Median 100.0 0.0 80.0 -6.7 93.3 0.0 

Q1, Q3 86.7, 100.0 -6.7, 13.3 80.0, 80.0 -6.7, -6.7 86.7, 100.0 -6.7, 10.0 

Min, Max 87, 100 -13, 27 80, 80 -7, -7 80, 100 -13, 27 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 94.3 (7.13) 3.8 (13.25) 80.0 (NE) -6.7 (NE) 92.5 (8.31) 2.5 (12.82) 

Median 100.0 0.0 80.0 -6.7 93.3 0.0 

Q1, Q3 86.7, 100.0 -6.7, 13.3 80.0, 80.0 -6.7, -6.7 86.7, 100.0 -6.7, 10.0 

Min, Max 87, 100 -13, 27 80, 80 -7, -7 80, 100 -13, 27 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 94.3 (7.13) 3.8 (13.25) 80.0 (NE) -6.7 (NE) 92.5 (8.31) 2.5 (12.82) 

Median 100.0 0.0 80.0 -6.7 93.3 0.0 

Q1, Q3 86.7, 100.0 -6.7, 13.3 80.0, 80.0 -6.7, -6.7 86.7, 100.0 -6.7, 10.0 

Min, Max 87, 100 -13, 27 80, 80 -7, -7 80, 100 -13, 27 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 93.3 (7.30) 0.0 (9.43) 80.0 (NE) -6.7 (NE) 91.4 (8.36) -1.0 (8.97) 

Median 93.3 0.0 80.0 -6.7 86.7 0.0 

Q1, Q3 86.7, 100.0 -6.7, 6.7 80.0, 80.0 -6.7, -6.7 86.7, 100.0 -6.7, 6.7 

Min, Max 87, 100 -13, 13 80, 80 -7, -7 80, 100 -13, 13 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 95.0 (6.38) 0.0 (10.89) 80.0 (NE) -6.7 (NE) 92.0 (8.69) -1.3 (9.89) 

Median 96.7 0.0 80.0 -6.7 93.3 0.0 

Q1, Q3 90.0, 100.0 -6.7, 6.7 80.0, 80.0 -6.7, -6.7 86.7, 100.0 -6.7, 0.0 

Min, Max 87, 100 -13, 13 80, 80 -7, -7 80, 100 -13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 93.3 (7.70) -1.7 (11.39) 80.0 (NE) -6.7 (NE) 90.7 (8.94) -2.7 (10.11) 

Median 93.3 -3.3 80.0 -6.7 86.7 -6.7 

Q1, Q3 86.7, 100.0 -10.0, 6.7 80.0, 80.0 -6.7, -6.7 86.7, 100.0 -6.7, 0.0 

Min, Max 87, 100 -13, 13 80, 80 -7, -7 80, 100 -13, 13 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 93.3 (7.70) -1.7 (11.39) 80.0 (NE) -6.7 (NE) 90.7 (8.94) -2.7 (10.11) 

Median 93.3 -3.3 80.0 -6.7 86.7 -6.7 

Q1, Q3 86.7, 100.0 -10.0, 6.7 80.0, 80.0 -6.7, -6.7 86.7, 100.0 -6.7, 0.0 

Min, Max 87, 100 -13, 13 80, 80 -7, -7 80, 100 -13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 91.7 (6.38) -3.3 (8.61)   91.7 (6.38) -3.3 (8.61) 

Median 90.0 -3.3   90.0 -3.3 

Q1, Q3 86.7, 96.7 -10.0, 3.3   86.7, 96.7 -10.0, 3.3 

Min, Max 87, 100 -13, 7   87, 100 -13, 7 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 95.6 (7.70) 0.0 (13.33)   95.6 (7.70) 0.0 (13.33) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 86.7, 100.0 -13.3, 13.3   86.7, 100.0 -13.3, 13.3 

Min, Max 87, 100 -13, 13   87, 100 -13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 95.6 (7.70) 0.0 (13.33)   95.6 (7.70) 0.0 (13.33) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 86.7, 100.0 -13.3, 13.3   86.7, 100.0 -13.3, 13.3 

Min, Max 87, 100 -13, 13   87, 100 -13, 13 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 95.6 (7.70) 0.0 (13.33)   95.6 (7.70) 0.0 (13.33) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 86.7, 100.0 -13.3, 13.3   86.7, 100.0 -13.3, 13.3 

Min, Max 87, 100 -13, 13   87, 100 -13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 93.3 (9.43) 0.0 (18.86)   93.3 (9.43) 0.0 (18.86) 

Median 93.3 0.0   93.3 0.0 

Q1, Q3 86.7, 100.0 -13.3, 13.3   86.7, 100.0 -13.3, 13.3 

Min, Max 87, 100 -13, 13   87, 100 -13, 13 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 93.3 (9.43) 0.0 (18.86)   93.3 (9.43) 0.0 (18.86) 

Median 93.3 0.0   93.3 0.0 

Q1, Q3 86.7, 100.0 -13.3, 13.3   86.7, 100.0 -13.3, 13.3 

Min, Max 87, 100 -13, 13   87, 100 -13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 79.6 (22.43) -8.5 (19.15) 76.6 (20.56) -11.4 (17.92) 78.5 (21.76) -9.6 (18.72) 

Median 86.7 0.0 80.0 -6.7 86.7 0.0 

Q1, Q3 66.7, 100.0 -20.0, 0.0 66.7, 86.7 -16.7, 0.0 66.7, 100.0 -20.0, 0.0 

Min, Max 7, 100 -73, 60 13, 100 -67, 20 7, 100 -73, 60 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 89.0 (17.76)  89.9 (16.06)  89.3 (17.22)  

Median 100.0  100.0  100.0  

Q1, Q3 83.3, 100.0  83.3, 100.0  83.3, 100.0  

Min, Max 0, 100  33, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 86.3 (21.56) -3.0 (17.29) 87.7 (16.99) -4.4 (14.89) 86.7 (20.27) -3.4 (16.59) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -67, 50 33, 100 -50, 50 0, 100 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 87.0 (21.06) -2.4 (20.03) 89.0 (18.80) -3.3 (19.98) 87.6 (20.42) -2.7 (19.98) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 67 17, 100 -83, 50 0, 100 -100, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 88.4 (19.16) -1.9 (17.74) 92.4 (12.17) -1.5 (11.82) 89.4 (17.72) -1.8 (16.42) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -83, 50 50, 100 -33, 33 0, 100 -83, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 88.3 (18.52) -3.0 (18.06) 90.3 (14.57) -4.6 (16.72) 88.7 (17.67) -3.4 (17.72) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 50, 100 -33, 17 0, 100 -100, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 87.5 (18.75) -4.2 (20.10) 83.8 (15.86) -10.6 (16.57) 86.7 (18.13) -5.7 (19.46) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 17, 100 -83, 50 50, 100 -33, 17 17, 100 -83, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2122



Protocol BGB-A317-303 Page 68 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 90.2 (18.52) -1.6 (19.26) 90.5 (16.31) -4.0 (15.73) 90.3 (18.07) -2.0 (18.62) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 50, 100 -33, 17 0, 100 -100, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 88.8 (20.07) -2.6 (21.89) 86.1 (21.58) -9.3 (17.36) 88.3 (20.25) -3.7 (21.27) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 17, 100 -83, 67 33, 100 -50, 17 17, 100 -83, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 89.4 (19.71) -2.9 (21.01) 88.2 (18.41) -6.9 (16.73) 89.2 (19.40) -3.6 (20.30) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 50, 100 -33, 17 0, 100 -100, 33 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 90.3 (20.29) -2.2 (22.67) 85.6 (19.79) -8.9 (20.77) 89.5 (20.17) -3.4 (22.37) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 33, 100 -50, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 91.7 (14.25) -1.2 (17.82) 84.4 (21.33) -10.0 (18.69) 90.4 (15.86) -2.8 (18.19) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 67 50, 100 -50, 17 50, 100 -50, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 91.1 (17.78) -2.2 (20.13) 82.1 (22.13) -11.9 (23.96) 89.5 (18.83) -3.9 (21.06) 

Median 100.0 0.0 91.7 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 33, 100 -50, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2125



Protocol BGB-A317-303 Page 71 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 89.9 (17.60) -3.3 (18.10) 83.3 (22.05) -9.3 (23.73) 89.0 (18.23) -4.1 (18.87) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -67, 33 50, 100 -50, 17 33, 100 -67, 33 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 89.6 (19.48) -3.6 (21.25) 77.8 (30.05) -14.8 (28.19) 87.9 (21.35) -5.1 (22.42) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 17, 100 -67, 17 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 90.3 (20.26) -3.1 (22.89) 77.8 (25.00) -14.8 (22.74) 88.4 (21.25) -4.8 (23.06) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 33, 100 -50, 0 0, 100 -100, 33 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 91.7 (18.82) -2.0 (20.93) 83.3 (23.57) -8.3 (28.17) 90.5 (19.52) -2.9 (21.88) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 58.3, 100.0 -33.3, 8.3 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 50, 100 -50, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 88.7 (20.88) -5.0 (22.65) 77.1 (30.78) -14.6 (33.85) 87.1 (22.52) -6.3 (24.35) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 58.3, 100.0 -33.3, 8.3 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 17, 100 -83, 17 0, 100 -100, 33 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 89.0 (20.09) -4.7 (21.57) 83.3 (23.57) -8.3 (25.20) 88.2 (20.47) -5.2 (21.90) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 75.0, 100.0 -25.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 33, 100 -50, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2128



Protocol BGB-A317-303 Page 74 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 87.8 (18.75) -5.6 (19.55) 79.2 (26.35) -12.5 (29.21) 86.6 (19.95) -6.5 (21.00) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 58.3, 100.0 -41.7, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 33, 100 -67, 33 33, 100 -50, 33 33, 100 -67, 33 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 92.0 (16.38) -1.8 (19.00) 81.3 (18.77) -10.4 (21.71) 90.4 (17.01) -3.1 (19.45) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -25.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -67, 33 50, 100 -50, 17 33, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2129



Protocol BGB-A317-303 Page 75 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 93.7 (13.43) -0.7 (16.27) 85.4 (24.30) -6.3 (25.10) 92.5 (15.53) -1.6 (17.68) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 75.0, 100.0 -16.7, 0.0 100.0, 100.0 0.0, 0.0 

Min, Max 50, 100 -50, 33 33, 100 -50, 33 33, 100 -50, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 90.2 (16.60) -4.2 (19.06) 86.7 (18.26) -10.0 (14.91) 89.8 (16.60) -4.8 (18.63) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -67, 33 67, 100 -33, 0 33, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 91.7 (16.78) -3.9 (19.54) 83.3 (23.57) -13.3 (18.26) 90.7 (17.56) -5.0 (19.43) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -67, 33 50, 100 -33, 0 33, 100 -67, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 90.1 (17.77) -5.4 (19.66) 93.3 (14.91) -3.3 (18.26) 90.5 (17.32) -5.2 (19.30) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 100.0, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 17, 100 -83, 33 67, 100 -33, 17 17, 100 -83, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 92.4 (13.00) -3.3 (15.02) 90.0 (14.91) -6.7 (14.91) 92.1 (13.07) -3.8 (14.85) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 33 67, 100 -33, 0 67, 100 -33, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 90.9 (15.08) -4.5 (15.74) 83.3 (16.67) -13.3 (13.94) 89.9 (15.27) -5.7 (15.63) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 50, 100 -50, 17 67, 100 -33, 0 50, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 89.9 (15.56) -5.6 (12.95) 86.7 (18.26) -10.0 (14.91) 89.5 (15.70) -6.1 (13.10) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 17 67, 100 -33, 0 50, 100 -33, 17 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 90.4 (15.04) -5.1 (11.40) 93.3 (14.91) -3.3 (18.26) 90.8 (14.86) -4.8 (12.20) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 100.0, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 17 67, 100 -33, 17 50, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 90.0 (17.29) -5.0 (15.87) 83.3 (23.57) -13.3 (18.26) 89.0 (18.05) -6.2 (16.21) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 33, 100 -33, 33 50, 100 -33, 0 33, 100 -33, 33 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 91.7 (13.54) -5.1 (13.14) 91.7 (16.67) -8.3 (16.67) 91.7 (13.67) -5.6 (13.37) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 93.1 (12.93) -3.5 (15.53) 91.7 (16.67) -8.3 (16.67) 92.9 (13.17) -4.2 (15.47) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 -8.3, 0.0 83.3, 100.0 -16.7, 0.0 91.7, 100.0 -8.3, 0.0 

Min, Max 67, 100 -33, 33 67, 100 -33, 0 67, 100 -33, 33 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 92.5 (13.76) -4.2 (13.11) 91.7 (16.67) -8.3 (16.67) 92.4 (13.88) -4.9 (13.44) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 91.7, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 93.8 (13.44) -4.2 (12.91) 88.9 (19.25) -11.1 (19.25) 93.0 (13.96) -5.3 (13.67) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 100.0, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 94.8 (11.74) -3.1 (12.50) 66.7 (NE) -33.3 (NE) 93.1 (13.25) -4.9 (14.15) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 66.7 -33.3, -33.3 100.0, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -33, -33 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 90.6 (16.07) -7.3 (16.07) 66.7 (NE) -33.3 (NE) 89.2 (16.61) -8.8 (16.79) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 66.7, 66.7 -33.3, -33.3 83.3, 100.0 -16.7, 0.0 

Min, Max 50, 100 -50, 17 67, 67 -33, -33 50, 100 -50, 17 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 95.6 (11.73) -2.2 (13.90) 66.7 (NE) -33.3 (NE) 93.8 (13.44) -4.2 (15.52) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 66.7 -33.3, -33.3 100.0, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -33, -33 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 90.0 (15.17) -7.8 (12.39) 66.7 (NE) -33.3 (NE) 88.5 (15.77) -9.4 (13.57) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 66.7 -33.3, -33.3 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 0 67, 67 -33, -33 67, 100 -33, 0 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 92.9 (12.60) -6.0 (12.42) 66.7 (NE) -33.3 (NE) 91.1 (13.90) -7.8 (13.90) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 66.7 -33.3, -33.3 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 0 67, 67 -33, -33 67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 97.6 (8.91) -1.2 (10.26) 66.7 (NE) -33.3 (NE) 95.6 (11.73) -3.3 (12.91) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 66.7 -33.3, -33.3 100.0, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -33, -33 67, 100 -33, 17 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 93.6 (12.80) -5.1 (14.25) 66.7 (NE) -33.3 (NE) 91.7 (14.25) -7.1 (15.63) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 66.7 -33.3, -33.3 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -33, -33 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 93.3 (14.05) -5.0 (15.81) 66.7 (NE) -33.3 (NE) 90.9 (15.57) -7.6 (17.26) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 66.7 -33.3, -33.3 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -33, -33 67, 100 -33, 17 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 85.4 (20.77) -12.5 (19.42) 66.7 (NE) -33.3 (NE) 83.3 (20.41) -14.8 (19.44) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 66.7, 100.0 -25.0, 0.0 66.7, 66.7 -33.3, -33.3 66.7, 100.0 -33.3, 0.0 

Min, Max 50, 100 -50, 0 67, 67 -33, -33 50, 100 -50, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 90.5 (16.27) -7.1 (18.90) 66.7 (NE) -33.3 (NE) 87.5 (17.25) -10.4 (19.80) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -33, -33 67, 100 -33, 17 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 90.5 (16.27) -7.1 (18.90) 66.7 (NE) -33.3 (NE) 87.5 (17.25) -10.4 (19.80) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -33, -33 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 85.7 (17.82) -11.9 (15.85) 66.7 (NE) -33.3 (NE) 83.3 (17.82) -14.6 (16.52) 

Median 100.0 0.0 66.7 -33.3 83.3 -8.3 

Q1, Q3 66.7, 100.0 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0 67, 67 -33, -33 67, 100 -33, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 85.7 (17.82) -11.9 (15.85) 66.7 (NE) -33.3 (NE) 83.3 (17.82) -14.6 (16.52) 

Median 100.0 0.0 66.7 -33.3 83.3 -8.3 

Q1, Q3 66.7, 100.0 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0 67, 67 -33, -33 67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 83.3 (18.26) -13.9 (16.39) 66.7 (NE) -33.3 (NE) 81.0 (17.82) -16.7 (16.67) 

Median 83.3 -8.3 66.7 -33.3 66.7 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0 67, 67 -33, -33 67, 100 -33, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 87.5 (15.96) -8.3 (16.67) 66.7 (NE) -33.3 (NE) 83.3 (16.67) -13.3 (18.26) 

Median 91.7 0.0 66.7 -33.3 83.3 0.0 

Q1, Q3 75.0, 100.0 -16.7, 0.0 66.7, 66.7 -33.3, -33.3 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0 67, 67 -33, -33 67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 83.3 (19.25) -12.5 (15.96) 66.7 (NE) -33.3 (NE) 80.0 (18.26) -16.7 (16.67) 

Median 83.3 -8.3 66.7 -33.3 66.7 -16.7 

Q1, Q3 66.7, 100.0 -25.0, 0.0 66.7, 66.7 -33.3, -33.3 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0 67, 67 -33, -33 67, 100 -33, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 87.5 (15.96) -8.3 (16.67) 66.7 (NE) -33.3 (NE) 83.3 (16.67) -13.3 (18.26) 

Median 91.7 0.0 66.7 -33.3 83.3 0.0 

Q1, Q3 75.0, 100.0 -16.7, 0.0 66.7, 66.7 -33.3, -33.3 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0 67, 67 -33, -33 67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 91.7 (16.67) -4.2 (20.97)   91.7 (16.67) -4.2 (20.97) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 8.3   83.3, 100.0 -16.7, 8.3 

Min, Max 67, 100 -33, 17   67, 100 -33, 17 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 88.9 (19.25) -11.1 (19.25)   88.9 (19.25) -11.1 (19.25) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 88.9 (19.25) -11.1 (19.25)   88.9 (19.25) -11.1 (19.25) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 88.9 (19.25) -11.1 (19.25)   88.9 (19.25) -11.1 (19.25) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 83.3 (23.57) -16.7 (23.57)   83.3 (23.57) -16.7 (23.57) 

Median 83.3 -16.7   83.3 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 83.3 (23.57) -16.7 (23.57)   83.3 (23.57) -16.7 (23.57) 

Median 83.3 -16.7   83.3 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 79.7 (26.14) -11.5 (26.90) 78.2 (26.59) -12.7 (23.77) 79.1 (26.24) -11.9 (25.75) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -33.3, 0.0 

Min, Max 0, 100 -100, 67 0, 100 -67, 33 0, 100 -100, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 88.1 (15.37)  89.9 (14.08)  88.6 (14.98)  

Median 91.7  91.7  91.7  

Q1, Q3 75.0, 100.0  83.3, 100.0  83.3, 100.0  

Min, Max 8, 100  33, 100  8, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 90.0 (13.41) 2.0 (10.79) 90.6 (15.78) 0.3 (14.49) 90.2 (14.14) 1.5 (12.02) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 42, 100 -25, 58 0, 100 -100, 33 0, 100 -100, 58 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 89.6 (15.84) 1.7 (12.25) 89.3 (13.54) -0.5 (13.53) 89.5 (15.19) 1.1 (12.64) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 17, 100 -58, 58 33, 100 -67, 33 17, 100 -67, 58 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 87.5 (16.39) 0.6 (13.93) 90.9 (13.67) 0.2 (11.58) 88.4 (15.78) 0.5 (13.35) 

Median 91.7 0.0 100.0 0.0 91.7 0.0 

Q1, Q3 75.0, 100.0 0.0, 8.3 83.3, 100.0 -4.2, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 0, 100 -50, 58 42, 100 -50, 17 0, 100 -50, 58 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 89.1 (14.38) 2.0 (13.60) 89.8 (14.65) -1.6 (10.51) 89.2 (14.40) 1.2 (13.01) 

Median 91.7 0.0 100.0 0.0 91.7 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -50, 58 33, 100 -33, 17 33, 100 -50, 58 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 89.6 (14.16) 1.0 (13.19) 89.1 (17.74) -1.5 (15.23) 89.5 (15.01) 0.4 (13.68) 

Median 91.7 0.0 100.0 0.0 91.7 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 83.3, 100.0 -8.3, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -42, 58 17, 100 -50, 25 17, 100 -50, 58 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 90.8 (12.79) 1.6 (12.60) 88.5 (11.33) -2.4 (9.91) 90.4 (12.52) 0.9 (12.21) 

Median 100.0 0.0 91.7 0.0 91.7 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 83.3, 100.0 -8.3, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 50, 100 -33, 58 67, 100 -33, 8 50, 100 -33, 58 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 90.8 (13.88) 1.7 (10.89) 85.6 (16.12) -5.1 (12.17) 90.0 (14.33) 0.5 (11.35) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 -8.3, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 25, 100 -33, 50 50, 100 -33, 8 25, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 90.7 (13.72) 1.0 (11.74) 84.3 (18.13) -7.4 (16.64) 89.6 (14.68) -0.4 (13.03) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 -8.3, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -33, 25 42, 100 -42, 17 33, 100 -42, 25 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 91.3 (13.29) 1.4 (14.22) 85.0 (14.84) -5.6 (12.47) 90.2 (13.70) 0.2 (14.11) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 50, 100 -33, 50 67, 100 -33, 8 50, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 90.1 (14.73) 0.4 (12.03) 84.4 (14.39) -6.1 (14.25) 89.1 (14.75) -0.8 (12.62) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 -16.7, 0.0 75.0, 100.0 -8.3, 8.3 

Min, Max 25, 100 -33, 33 67, 100 -33, 8 25, 100 -33, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 89.4 (14.56) 0.0 (14.71) 84.5 (17.56) -5.4 (16.86) 88.5 (15.15) -1.0 (15.15) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -8.3, 8.3 75.0, 100.0 -16.7, 8.3 75.0, 100.0 -8.3, 8.3 

Min, Max 42, 100 -33, 33 50, 100 -50, 8 42, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 89.7 (13.85) 0.9 (15.05) 84.3 (20.17) -8.3 (23.57) 89.0 (14.81) -0.4 (16.56) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -4.2, 8.3 75.0, 100.0 -16.7, 8.3 83.3, 100.0 -8.3, 8.3 

Min, Max 58, 100 -33, 50 42, 100 -58, 8 42, 100 -58, 50 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 89.6 (14.50) 0.7 (12.34) 84.3 (20.17) -8.3 (22.05) 88.8 (15.33) -0.5 (14.20) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 75.0, 100.0 -16.7, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -33, 42 42, 100 -58, 8 33, 100 -58, 42 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 89.9 (14.47) 1.7 (14.56) 83.3 (22.05) -9.3 (24.10) 89.0 (15.74) 0.1 (16.49) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 -8.3, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -33, 58 42, 100 -58, 8 33, 100 -58, 58 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 91.8 (13.62) 3.3 (12.26) 81.3 (26.26) -10.4 (30.13) 90.4 (16.06) 1.4 (16.23) 

Median 100.0 0.0 95.8 4.2 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 62.5, 100.0 -25.0, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -25, 50 33, 100 -67, 8 33, 100 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 90.3 (14.81) 1.8 (12.40) 77.1 (32.04) -14.6 (35.29) 88.5 (18.33) -0.4 (17.83) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 62.5, 100.0 -25.0, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 25, 100 -25, 42 8, 100 -92, 8 8, 100 -92, 42 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 90.7 (15.67) 2.2 (13.86) 83.3 (25.97) -8.3 (27.82) 89.7 (17.33) 0.7 (16.54) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 79.2, 100.0 -8.3, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -42, 42 25, 100 -75, 8 25, 100 -75, 42 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 91.3 (15.28) 3.0 (14.33) 79.2 (25.97) -12.5 (29.21) 89.6 (17.43) 0.7 (17.72) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 58.3, 100.0 -29.2, 8.3 87.5, 100.0 0.0, 8.3 

Min, Max 33, 100 -42, 50 33, 100 -67, 8 33, 100 -67, 50 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 93.5 (11.10) 4.2 (16.27) 85.4 (18.23) -6.3 (19.29) 92.3 (12.52) 2.6 (16.96) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 75.0, 100.0 -8.3, 4.2 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 58 50, 100 -50, 8 50, 100 -50, 58 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 93.3 (11.46) 3.0 (14.23) 86.5 (16.02) -5.2 (17.22) 92.3 (12.32) 1.7 (14.83) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 75.0, 100.0 -12.5, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 58, 100 -42, 58 58, 100 -42, 8 58, 100 -42, 58 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 93.0 (12.95) 2.8 (12.18) 91.7 (10.21) -3.3 (13.94) 92.9 (12.62) 2.2 (12.36) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 100.0 -8.3, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 42, 100 -33, 33 75, 100 -25, 8 42, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 94.3 (10.81) 4.2 (14.34) 93.3 (10.87) -1.7 (13.69) 94.2 (10.69) 3.5 (14.23) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 58 75, 100 -25, 8 67, 100 -33, 58 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 92.3 (12.79) 2.5 (12.09) 91.7 (10.21) -3.3 (13.94) 92.3 (12.40) 1.8 (12.28) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 100.0 -8.3, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 50, 100 -25, 42 75, 100 -25, 8 50, 100 -25, 42 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 92.6 (15.09) 3.3 (12.97) 90.0 (13.69) -5.0 (17.28) 92.3 (14.79) 2.3 (13.61) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 100.0 -8.3, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 33, 100 -33, 33 67, 100 -33, 8 33, 100 -33, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 91.9 (14.66) 3.3 (11.59) 93.3 (6.97) -1.7 (10.87) 92.1 (13.83) 2.6 (11.48) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 100.0 -8.3, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 33, 100 -25, 25 83, 100 -17, 8 33, 100 -25, 25 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 93.2 (13.57) 4.5 (11.04) 86.7 (12.64) -8.3 (16.67) 92.3 (13.48) 2.9 (12.45) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 83.3, 91.7 -16.7, 0.0 91.7, 100.0 0.0, 8.3 

Min, Max 42, 100 -25, 33 67, 100 -33, 8 42, 100 -33, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 93.2 (14.65) 4.5 (11.62) 88.3 (13.94) -6.7 (18.07) 92.5 (14.47) 3.1 (12.91) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 83.3, 100.0 -16.7, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 33, 100 -33, 33 67, 100 -33, 8 33, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 92.2 (14.17) 4.2 (12.14) 85.0 (29.11) -10.0 (31.95) 91.2 (16.66) 2.1 (16.46) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 42, 100 -33, 33 33, 100 -67, 8 33, 100 -67, 33 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 94.2 (11.97) 3.5 (12.29) 95.8 (4.81) 2.1 (7.98) 94.4 (11.23) 3.3 (11.70) 

Median 100.0 0.0 95.8 4.2 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 100.0 -4.2, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 58, 100 -42, 25 92, 100 -8, 8 58, 100 -42, 25 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 94.8 (10.66) 4.2 (11.26) 89.6 (15.77) -4.2 (19.84) 94.0 (11.31) 3.0 (12.67) 

Median 100.0 0.0 95.8 4.2 100.0 0.0 

Q1, Q3 95.8, 100.0 0.0, 8.3 79.2, 100.0 -16.7, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -25, 33 67, 100 -33, 8 67, 100 -33, 33 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 93.8 (12.35) 3.8 (13.65) 93.8 (7.98) 0.0 (11.79) 93.8 (11.59) 3.1 (13.19) 

Median 100.0 0.0 95.8 4.2 100.0 0.0 

Q1, Q3 95.8, 100.0 0.0, 8.3 87.5, 100.0 -8.3, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 33 83, 100 -17, 8 67, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 94.8 (11.33) 5.2 (14.87) 97.2 (4.81) 5.6 (4.81) 95.2 (10.51) 5.3 (13.67) 

Median 100.0 4.2 100.0 8.3 100.0 8.3 

Q1, Q3 95.8, 100.0 0.0, 12.5 91.7, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 33 92, 100 0, 8 67, 100 -33, 33 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 93.2 (11.87) 3.6 (14.58) 100.0 (NE) 8.3 (NE) 93.6 (11.61) 3.9 (14.17) 

Median 100.0 0.0 100.0 8.3 100.0 0.0 

Q1, Q3 87.5, 100.0 0.0, 12.5 100.0, 100.0 8.3, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 25 100, 100 8, 8 67, 100 -33, 25 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 93.2 (11.87) 3.6 (14.58) 100.0 (NE) 8.3 (NE) 93.6 (11.61) 3.9 (14.17) 

Median 100.0 0.0 100.0 8.3 100.0 0.0 

Q1, Q3 87.5, 100.0 0.0, 12.5 100.0, 100.0 8.3, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 25 100, 100 8, 8 67, 100 -33, 25 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 93.3 (11.44) 3.9 (14.73) 100.0 (NE) 8.3 (NE) 93.8 (11.18) 4.2 (14.27) 

Median 100.0 0.0 100.0 8.3 100.0 4.2 

Q1, Q3 91.7, 100.0 0.0, 16.7 100.0, 100.0 8.3, 8.3 91.7, 100.0 0.0, 12.5 

Min, Max 67, 100 -33, 25 100, 100 8, 8 67, 100 -33, 25 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 93.3 (11.87) 3.9 (14.39) 100.0 (NE) 8.3 (NE) 93.8 (11.59) 4.2 (13.94) 

Median 100.0 0.0 100.0 8.3 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 16.7 100.0, 100.0 8.3, 8.3 91.7, 100.0 0.0, 12.5 

Min, Max 67, 100 -33, 25 100, 100 8, 8 67, 100 -33, 25 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 92.3 (17.44) 3.0 (20.83) 100.0 (NE) 8.3 (NE) 92.8 (16.92) 3.3 (20.12) 

Median 100.0 0.0 100.0 8.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 100.0, 100.0 8.3, 8.3 100.0, 100.0 0.0, 16.7 

Min, Max 42, 100 -58, 33 100, 100 8, 8 42, 100 -58, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 94.0 (12.42) 4.8 (15.58) 100.0 (NE) 8.3 (NE) 94.4 (12.06) 5.0 (15.04) 

Median 100.0 0.0 100.0 8.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 100.0, 100.0 8.3, 8.3 100.0, 100.0 0.0, 16.7 

Min, Max 67, 100 -33, 33 100, 100 8, 8 67, 100 -33, 33 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 92.9 (12.66) 4.5 (16.53) 100.0 (NE) 8.3 (NE) 93.5 (12.31) 4.8 (15.92) 

Median 100.0 0.0 100.0 8.3 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 16.7 100.0, 100.0 8.3, 8.3 91.7, 100.0 0.0, 16.7 

Min, Max 67, 100 -33, 33 100, 100 8, 8 67, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 94.2 (11.15) 7.5 (13.29) 100.0 (NE) 8.3 (NE) 94.7 (10.72) 7.6 (12.61) 

Median 100.0 0.0 100.0 8.3 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 16.7 100.0, 100.0 8.3, 8.3 91.7, 100.0 0.0, 16.7 

Min, Max 67, 100 -8, 33 100, 100 8, 8 67, 100 -8, 33 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 95.8 (11.79) 8.3 (13.36) 100.0 (NE) 8.3 (NE) 96.3 (11.11) 8.3 (12.50) 

Median 100.0 0.0 100.0 8.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 100.0, 100.0 8.3, 8.3 100.0, 100.0 0.0, 8.3 

Min, Max 67, 100 0, 33 100, 100 8, 8 67, 100 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 91.7 (14.43) 6.0 (19.07) 100.0 (NE) 8.3 (NE) 92.7 (13.68) 6.3 (17.68) 

Median 100.0 0.0 100.0 8.3 100.0 4.2 

Q1, Q3 75.0, 100.0 0.0, 25.0 100.0, 100.0 8.3, 8.3 87.5, 100.0 0.0, 16.7 

Min, Max 67, 100 -25, 33 100, 100 8, 8 67, 100 -25, 33 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 92.9 (12.20) 7.1 (13.11) 100.0 (NE) 8.3 (NE) 93.8 (11.57) 7.3 (12.15) 

Median 100.0 0.0 100.0 8.3 100.0 4.2 

Q1, Q3 91.7, 100.0 0.0, 25.0 100.0, 100.0 8.3, 8.3 91.7, 100.0 0.0, 16.7 

Min, Max 67, 100 -8, 25 100, 100 8, 8 67, 100 -8, 25 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 91.7 (12.73) 6.0 (15.00) 100.0 (NE) 8.3 (NE) 92.7 (12.15) 6.3 (13.91) 

Median 100.0 0.0 100.0 8.3 100.0 4.2 

Q1, Q3 83.3, 100.0 0.0, 25.0 100.0, 100.0 8.3, 8.3 87.5, 100.0 0.0, 16.7 

Min, Max 67, 100 -17, 25 100, 100 8, 8 67, 100 -17, 25 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 92.9 (13.11) 7.1 (10.12) 100.0 (NE) 8.3 (NE) 93.8 (12.40) 7.3 (9.38) 

Median 100.0 0.0 100.0 8.3 100.0 4.2 

Q1, Q3 83.3, 100.0 0.0, 16.7 100.0, 100.0 8.3, 8.3 91.7, 100.0 0.0, 12.5 

Min, Max 67, 100 0, 25 100, 100 8, 8 67, 100 0, 25 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 94.4 (13.61) 11.1 (14.59) 100.0 (NE) 8.3 (NE) 95.2 (12.60) 10.7 (13.36) 

Median 100.0 4.2 100.0 8.3 100.0 8.3 

Q1, Q3 100.0, 100.0 0.0, 25.0 100.0, 100.0 8.3, 8.3 100.0, 100.0 0.0, 25.0 

Min, Max 67, 100 0, 33 100, 100 8, 8 67, 100 0, 33 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 97.9 (4.17) 14.6 (18.48) 100.0 (NE) 8.3 (NE) 98.3 (3.73) 13.3 (16.24) 

Median 100.0 16.7 100.0 8.3 100.0 8.3 

Q1, Q3 95.8, 100.0 0.0, 29.2 100.0, 100.0 8.3, 8.3 100.0, 100.0 8.3, 25.0 

Min, Max 92, 100 -8, 33 100, 100 8, 8 92, 100 -8, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 100.0 (0.00) 16.7 (15.21) 100.0 (NE) 8.3 (NE) 100.0 (0.00) 15.0 (13.69) 

Median 100.0 16.7 100.0 8.3 100.0 8.3 

Q1, Q3 100.0, 100.0 4.2, 29.2 100.0, 100.0 8.3, 8.3 100.0, 100.0 8.3, 25.0 

Min, Max 100, 100 0, 33 100, 100 8, 8 100, 100 0, 33 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 97.9 (4.17) 14.6 (18.48) 100.0 (NE) 8.3 (NE) 98.3 (3.73) 13.3 (16.24) 

Median 100.0 16.7 100.0 8.3 100.0 8.3 

Q1, Q3 95.8, 100.0 0.0, 29.2 100.0, 100.0 8.3, 8.3 100.0, 100.0 8.3, 25.0 

Min, Max 92, 100 -8, 33 100, 100 8, 8 92, 100 -8, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 97.9 (4.17) 14.6 (18.48)   97.9 (4.17) 14.6 (18.48) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 95.8, 100.0 0.0, 29.2   95.8, 100.0 0.0, 29.2 

Min, Max 92, 100 -8, 33   92, 100 -8, 33 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 97.2 (4.81) 8.3 (16.67)   97.2 (4.81) 8.3 (16.67) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 91.7, 100.0 -8.3, 25.0   91.7, 100.0 -8.3, 25.0 

Min, Max 92, 100 -8, 25   92, 100 -8, 25 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 94.4 (9.62) 5.6 (20.97)   94.4 (9.62) 5.6 (20.97) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 83.3, 100.0 -16.7, 25.0   83.3, 100.0 -16.7, 25.0 

Min, Max 83, 100 -17, 25   83, 100 -17, 25 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 100.0 (0.00) 11.1 (12.73)   100.0 (0.00) 11.1 (12.73) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 0.0, 25.0   100.0, 100.0 0.0, 25.0 

Min, Max 100, 100 0, 25   100, 100 0, 25 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 100.0 (0.00) 4.2 (5.89)   100.0 (0.00) 4.2 (5.89) 

Median 100.0 4.2   100.0 4.2 

Q1, Q3 100.0, 100.0 0.0, 8.3   100.0, 100.0 0.0, 8.3 

Min, Max 100, 100 0, 8   100, 100 0, 8 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 100.0 (0.00) 4.2 (5.89)   100.0 (0.00) 4.2 (5.89) 

Median 100.0 4.2   100.0 4.2 

Q1, Q3 100.0, 100.0 0.0, 8.3   100.0, 100.0 0.0, 8.3 

Min, Max 100, 100 0, 8   100, 100 0, 8 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 84.0 (19.99) -5.3 (16.45) 82.7 (19.65) -6.0 (15.76) 83.6 (19.83) -5.5 (16.16) 

Median 91.7 0.0 91.7 0.0 91.7 0.0 

Q1, Q3 66.7, 100.0 -8.3, 0.0 70.8, 100.0 -8.3, 0.0 66.7, 100.0 -8.3, 0.0 

Min, Max 25, 100 -58, 58 33, 100 -67, 17 25, 100 -67, 58 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 89.6 (14.69)  91.6 (12.30)  90.2 (13.99)  

Median 100.0  100.0  100.0  

Q1, Q3 83.3, 100.0  83.3, 100.0  83.3, 100.0  

Min, Max 33, 100  50, 100  33, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 90.7 (14.66) 0.4 (12.60) 90.9 (14.50) -1.2 (11.51) 90.7 (14.58) -0.1 (12.28) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -33, 50 33, 100 -33, 17 33, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 89.3 (16.39) -0.9 (15.29) 87.9 (15.52) -3.8 (13.66) 88.9 (16.13) -1.7 (14.88) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 17, 100 -67, 67 33, 100 -50, 33 17, 100 -67, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 90.7 (15.77) 0.4 (14.09) 91.7 (13.69) -0.8 (11.34) 91.0 (15.24) 0.1 (13.43) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -50, 33 50, 100 -33, 33 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 90.7 (13.89) -0.3 (13.38) 92.6 (12.88) 0.5 (10.90) 91.1 (13.65) -0.1 (12.83) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -50, 33 50, 100 -33, 17 33, 100 -50, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 90.5 (14.50) -1.1 (12.17) 88.9 (15.96) -3.0 (13.47) 90.1 (14.81) -1.5 (12.47) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 33, 100 -33, 17 33, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 90.6 (13.73) -0.9 (12.79) 86.5 (18.72) -4.8 (11.95) 89.9 (14.76) -1.6 (12.68) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 33, 100 -33, 17 33, 100 -33, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 91.6 (12.84) 0.4 (13.05) 84.3 (16.64) -5.6 (15.12) 90.3 (13.74) -0.6 (13.53) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 50, 100 -50, 17 50, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 91.3 (14.03) 0.6 (12.56) 82.4 (16.11) -6.9 (16.73) 89.7 (14.72) -0.7 (13.59) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 50, 100 -50, 17 50, 100 -50, 33 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 91.8 (12.98) 1.2 (12.88) 85.6 (15.26) -2.2 (12.39) 90.7 (13.53) 0.6 (12.79) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 50, 100 -33, 33 50, 100 -17, 17 50, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 91.7 (14.54) 1.2 (13.90) 86.7 (14.36) -1.1 (13.31) 90.8 (14.55) 0.8 (13.75) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -50, 33 67, 100 -33, 17 50, 100 -50, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 92.2 (13.06) 1.6 (11.17) 81.0 (19.46) -6.0 (16.80) 90.1 (14.95) 0.2 (12.62) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 50, 100 -33, 17 50, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 92.9 (12.25) 2.4 (11.20) 81.5 (21.15) -7.4 (22.22) 91.3 (14.16) 1.0 (13.46) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 50, 100 -50, 17 50, 100 -50, 33 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 91.7 (14.56) 1.2 (14.51) 77.8 (22.05) -11.1 (18.63) 89.7 (16.32) -0.5 (15.58) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 50, 100 -33, 33 33, 100 -50, 0 33, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 90.6 (12.87) 0.3 (13.67) 75.9 (27.78) -13.0 (27.36) 88.4 (16.42) -1.6 (16.72) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 33, 100 -67, 17 33, 100 -67, 33 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 92.0 (13.98) 1.7 (13.98) 79.2 (17.25) -8.3 (17.82) 90.2 (14.98) 0.3 (14.81) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 91.7 -25.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -67, 17 50, 100 -33, 17 33, 100 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 92.7 (13.11) 2.3 (13.05) 64.6 (30.13) -22.9 (30.78) 88.8 (18.83) -1.1 (18.43) 

Median 100.0 0.0 66.7 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 41.7, 91.7 -41.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 50, 100 -50, 17 17, 100 -83, 0 17, 100 -83, 17 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 91.7 (13.98) 1.3 (13.40) 77.1 (21.71) -10.4 (23.46) 89.7 (15.87) -0.3 (15.45) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 91.7 -8.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 33, 100 -67, 0 33, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 92.7 (13.27) 2.8 (14.31) 70.8 (27.82) -16.7 (28.17) 89.6 (17.57) 0.0 (17.98) 

Median 100.0 0.0 75.0 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 58.3, 91.7 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 50 17, 100 -67, 17 17, 100 -67, 50 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 93.5 (10.23) 3.3 (12.48) 77.1 (12.40) -10.4 (15.27) 91.0 (11.99) 1.2 (13.68) 

Median 100.0 0.0 75.0 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 83.3 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -33, 33 67, 100 -33, 17 67, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 93.0 (10.95) 1.9 (11.90) 81.3 (24.30) -6.3 (19.80) 91.2 (14.10) 0.6 (13.46) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -8.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 33 33, 100 -50, 17 33, 100 -50, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 92.8 (10.42) 1.9 (12.04) 76.7 (27.89) -13.3 (21.73) 91.2 (13.65) 0.3 (13.81) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -33, 17 33, 100 -50, 0 33, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 95.2 (8.58) 4.8 (10.90) 76.7 (19.00) -13.3 (13.94) 93.0 (11.63) 2.7 (12.56) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 83.3 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -17, 33 50, 100 -33, 0 50, 100 -33, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 95.0 (8.66) 4.5 (10.13) 83.3 (16.67) -6.7 (9.13) 93.7 (10.38) 3.2 (10.57) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -17, 33 67, 100 -17, 0 67, 100 -17, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 92.9 (10.91) 2.4 (10.02) 70.0 (21.73) -20.0 (21.73) 90.0 (14.52) -0.4 (13.86) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 50.0, 83.3 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 50, 100 -50, 0 50, 100 -50, 17 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 92.4 (11.85) 2.0 (10.83) 80.0 (21.73) -10.0 (14.91) 90.8 (13.81) 0.4 (11.94) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 50, 100 -33, 0 50, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 92.4 (11.10) 2.0 (10.83) 73.3 (19.00) -16.7 (16.67) 89.9 (13.72) -0.4 (13.13) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 83.3 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 50, 100 -33, 0 50, 100 -33, 17 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 93.9 (11.65) 3.5 (12.33) 73.3 (19.00) -16.7 (16.67) 91.2 (14.36) 0.9 (14.47) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 66.7, 83.3 -33.3, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -33, 33 50, 100 -33, 0 50, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 95.0 (9.93) 3.9 (9.47) 70.0 (21.73) -20.0 (21.73) 91.4 (14.78) 0.5 (14.28) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 50.0, 83.3 -33.3, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -17, 17 50, 100 -50, 0 50, 100 -50, 17 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 95.5 (8.89) 3.2 (12.49) 75.0 (21.52) -12.5 (15.96) 92.8 (12.90) 1.1 (13.79) 

Median 100.0 0.0 75.0 -8.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 58.3, 91.7 -25.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 33 50, 100 -33, 0 50, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 93.8 (10.78) 1.4 (12.93) 79.2 (20.97) -8.3 (16.67) 91.7 (13.22) 0.0 (13.61) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 91.7 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 33 50, 100 -33, 0 50, 100 -33, 33 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 95.0 (9.52) 0.8 (12.65) 70.8 (28.46) -16.7 (23.57) 91.0 (16.28) -2.1 (15.78) 

Median 100.0 0.0 75.0 -8.3 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 50.0, 91.7 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 33, 100 -50, 0 33, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 97.9 (5.69) 3.1 (10.92) 83.3 (16.67) -5.6 (9.62) 95.6 (9.37) 1.8 (10.96) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 100.0, 100.0 0.0, 0.0 

Min, Max 83, 100 -17, 33 67, 100 -17, 0 67, 100 -17, 33 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 94.8 (7.98) 0.0 (10.54) 66.7 (NE) -16.7 (NE) 93.1 (10.31) -1.0 (10.98) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 66.7 -16.7, -16.7 83.3, 100.0 0.0, 0.0 

Min, Max 83, 100 -17, 17 67, 67 -17, -17 67, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 95.8 (7.45) 1.0 (9.56) 66.7 (NE) -16.7 (NE) 94.1 (10.11) 0.0 (10.21) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 0.0 66.7, 66.7 -16.7, -16.7 83.3, 100.0 0.0, 0.0 

Min, Max 83, 100 -17, 17 67, 67 -17, -17 67, 100 -17, 17 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 95.6 (11.73) 1.1 (14.73) 66.7 (NE) -16.7 (NE) 93.8 (13.44) 0.0 (14.91) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 66.7 -16.7, -16.7 100.0, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 33 67, 67 -17, -17 67, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2201



Protocol BGB-A317-303 Page 147 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 95.6 (9.89) 1.1 (14.73) 66.7 (NE) -16.7 (NE) 93.8 (11.98) 0.0 (14.91) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 66.7 -16.7, -16.7 91.7, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 33 67, 67 -17, -17 67, 100 -33, 33 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 95.2 (7.81) 1.2 (10.26) 66.7 (NE) -16.7 (NE) 93.3 (10.54) 0.0 (10.91) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 66.7 -16.7, -16.7 83.3, 100.0 0.0, 0.0 

Min, Max 83, 100 -17, 17 67, 67 -17, -17 67, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 96.4 (7.10) 2.4 (8.91) 66.7 (NE) -16.7 (NE) 94.4 (10.29) 1.1 (9.89) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 66.7 -16.7, -16.7 83.3, 100.0 0.0, 0.0 

Min, Max 83, 100 -17, 17 67, 67 -17, -17 67, 100 -17, 17 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 97.4 (6.26) 3.8 (9.99) 66.7 (NE) -16.7 (NE) 95.2 (10.19) 2.4 (11.05) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 66.7, 66.7 -16.7, -16.7 100.0, 100.0 0.0, 16.7 

Min, Max 83, 100 -17, 17 67, 67 -17, -17 67, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 95.0 (11.25) 0.0 (11.11) 66.7 (NE) -16.7 (NE) 92.4 (13.67) -1.5 (11.68) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 66.7 -16.7, -16.7 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -17, 17 67, 67 -17, -17 67, 100 -17, 17 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 91.7 (15.43) -2.1 (16.52) 66.7 (NE) -16.7 (NE) 88.9 (16.67) -3.7 (16.20) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 -8.3, 8.3 66.7, 66.7 -16.7, -16.7 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -17, -17 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 92.9 (13.11) 0.0 (13.61) 66.7 (NE) -16.7 (NE) 89.6 (15.27) -2.1 (13.91) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 16.7 66.7, 66.7 -16.7, -16.7 75.0, 100.0 -16.7, 8.3 

Min, Max 67, 100 -17, 17 67, 67 -17, -17 67, 100 -17, 17 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 92.9 (13.11) 0.0 (16.67) 66.7 (NE) -16.7 (NE) 89.6 (15.27) -2.1 (16.52) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 66.7 -16.7, -16.7 75.0, 100.0 -8.3, 8.3 

Min, Max 67, 100 -33, 17 67, 67 -17, -17 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 90.5 (16.27) -2.4 (17.82) 66.7 (NE) -16.7 (NE) 87.5 (17.25) -4.2 (17.25) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 16.7 66.7, 66.7 -16.7, -16.7 66.7, 100.0 -16.7, 8.3 

Min, Max 67, 100 -33, 17 67, 67 -17, -17 67, 100 -33, 17 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 95.2 (12.60) 2.4 (11.50) 66.7 (NE) -16.7 (NE) 91.7 (15.43) 0.0 (12.60) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 66.7, 66.7 -16.7, -16.7 83.3, 100.0 -8.3, 8.3 

Min, Max 67, 100 -17, 17 67, 67 -17, -17 67, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 91.7 (13.94) 0.0 (14.91) 66.7 (NE) -16.7 (NE) 88.1 (15.85) -2.4 (15.00) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 16.7 66.7, 66.7 -16.7, -16.7 66.7, 100.0 -16.7, 16.7 

Min, Max 67, 100 -17, 17 67, 67 -17, -17 67, 100 -17, 17 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 83.3 (19.25) -8.3 (21.52) 66.7 (NE) -16.7 (NE) 80.0 (18.26) -10.0 (19.00) 

Median 83.3 -8.3 66.7 -16.7 66.7 -16.7 

Q1, Q3 66.7, 100.0 -25.0, 8.3 66.7, 66.7 -16.7, -16.7 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -17, -17 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 87.5 (15.96) -4.2 (15.96) 66.7 (NE) -16.7 (NE) 83.3 (16.67) -6.7 (14.91) 

Median 91.7 -8.3 66.7 -16.7 83.3 -16.7 

Q1, Q3 75.0, 100.0 -16.7, 8.3 66.7, 66.7 -16.7, -16.7 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -17, 17 67, 67 -17, -17 67, 100 -17, 17 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 87.5 (15.96) -4.2 (20.97) 66.7 (NE) -16.7 (NE) 83.3 (16.67) -6.7 (19.00) 

Median 91.7 0.0 66.7 -16.7 83.3 0.0 

Q1, Q3 75.0, 100.0 -16.7, 8.3 66.7, 66.7 -16.7, -16.7 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -17, -17 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 91.7 (9.62) 0.0 (13.61)   91.7 (9.62) 0.0 (13.61) 

Median 91.7 0.0   91.7 0.0 

Q1, Q3 83.3, 100.0 -8.3, 8.3   83.3, 100.0 -8.3, 8.3 

Min, Max 83, 100 -17, 17   83, 100 -17, 17 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 88.9 (19.25) -5.6 (25.46)   88.9 (19.25) -5.6 (25.46) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 16.7   66.7, 100.0 -33.3, 16.7 

Min, Max 67, 100 -33, 17   67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 88.9 (19.25) -5.6 (25.46)   88.9 (19.25) -5.6 (25.46) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 16.7   66.7, 100.0 -33.3, 16.7 

Min, Max 67, 100 -33, 17   67, 100 -33, 17 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 88.9 (19.25) -5.6 (25.46)   88.9 (19.25) -5.6 (25.46) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 16.7   66.7, 100.0 -33.3, 16.7 

Min, Max 67, 100 -33, 17   67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 83.3 (23.57) -16.7 (23.57)   83.3 (23.57) -16.7 (23.57) 

Median 83.3 -16.7   83.3 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 83.3 (23.57) -16.7 (23.57)   83.3 (23.57) -16.7 (23.57) 

Median 83.3 -16.7   83.3 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 86.7 (18.61) -4.3 (17.15) 85.8 (18.94) -6.4 (16.04) 86.4 (18.69) -5.1 (16.74) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 17, 100 -67, 33 0, 100 -67, 17 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 82.1 (19.70)  79.9 (20.40)  81.4 (19.92)  

Median 83.3  83.3  83.3  

Q1, Q3 66.7, 100.0  66.7, 100.0  66.7, 100.0  

Min, Max 17, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 83.5 (21.27) 0.8 (17.61) 78.4 (23.25) -2.2 (19.67) 82.0 (21.97) -0.1 (18.27) 

Median 100.0 0.0 83.3 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -67, 83 0, 100 -83, 33 0, 100 -83, 83 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 82.5 (22.97) -0.6 (20.68) 82.1 (19.52) 0.0 (20.06) 82.4 (22.00) -0.4 (20.46) 

Median 100.0 0.0 83.3 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 16.7 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 83 33, 100 -67, 33 0, 100 -100, 83 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 84.9 (20.62) 1.4 (20.88) 84.8 (21.81) 1.9 (18.05) 84.9 (20.86) 1.5 (20.16) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -67, 83 17, 100 -50, 33 0, 100 -67, 83 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 83.7 (21.15) -0.4 (20.83) 84.3 (19.50) 0.5 (21.26) 83.9 (20.73) -0.2 (20.86) 

Median 83.3 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 

Min, Max 0, 100 -67, 83 50, 100 -50, 50 0, 100 -67, 83 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 85.2 (19.47) -0.2 (20.02) 78.3 (24.82) -4.0 (22.45) 83.6 (20.97) -1.1 (20.60) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 17, 100 -67, 67 17, 100 -67, 33 17, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 86.0 (20.20) 0.9 (18.99) 77.0 (23.85) -4.0 (21.67) 84.3 (21.09) 0.0 (19.50) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -67, 50 17, 100 -50, 33 0, 100 -67, 50 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 86.1 (19.66) 1.3 (19.01) 66.7 (30.25) -14.8 (35.19) 82.9 (22.83) -1.4 (23.13) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 50.0, 100.0 -33.3, 16.7 66.7, 100.0 0.0, 16.7 

Min, Max 17, 100 -67, 50 0, 100 -83, 33 0, 100 -83, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 87.5 (19.58) 2.3 (20.33) 72.5 (15.52) -9.8 (23.61) 84.9 (19.70) 0.2 (21.31) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 83.3 -33.3, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -50, 67 50, 100 -33, 50 0, 100 -50, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 87.4 (19.05) 2.9 (21.19) 67.8 (27.79) -14.4 (31.41) 83.9 (22.02) -0.2 (24.06) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 50.0, 100.0 -33.3, 0.0 66.7, 100.0 0.0, 8.3 

Min, Max 0, 100 -50, 67 0, 100 -67, 50 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 86.8 (18.79) 2.5 (21.41) 74.4 (23.46) -7.8 (25.87) 84.5 (20.13) 0.6 (22.46) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 75.0, 100.0 0.0, 16.7 50.0, 100.0 -33.3, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 67 33, 100 -50, 50 0, 100 -50, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 89.5 (18.90) 5.1 (20.38) 60.7 (31.08) -20.2 (35.91) 84.2 (24.17) 0.4 (25.67) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 33.3, 100.0 -50.0, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 67 17, 100 -83, 33 0, 100 -83, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 88.4 (19.57) 4.5 (23.68) 66.7 (30.05) -11.1 (40.82) 85.4 (22.34) 2.3 (26.82) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 50.0, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 67 17, 100 -83, 50 0, 100 -83, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 84.8 (20.91) 0.9 (23.23) 61.1 (30.05) -16.7 (43.30) 81.5 (23.59) -1.5 (27.12) 

Median 100.0 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -8.3, 16.7 50.0, 83.3 -16.7, 0.0 66.7, 100.0 -16.7, 16.7 

Min, Max 0, 100 -67, 67 0, 100 -100, 50 0, 100 -100, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 84.9 (21.50) 0.6 (22.87) 64.8 (28.19) -13.0 (34.13) 82.0 (23.43) -1.3 (24.94) 

Median 100.0 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -16.7, 16.7 50.0, 83.3 -16.7, 0.0 66.7, 100.0 -16.7, 16.7 

Min, Max 0, 100 -83, 67 17, 100 -83, 33 0, 100 -83, 67 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 87.0 (20.28) 2.7 (22.68) 68.8 (30.13) -10.4 (40.76) 84.5 (22.48) 0.9 (25.82) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 50.0, 100.0 -33.3, 8.3 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -67, 67 17, 100 -83, 50 0, 100 -83, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 86.3 (20.94) 2.0 (23.24) 64.6 (30.13) -14.6 (42.20) 83.3 (23.36) -0.3 (26.76) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 41.7, 91.7 -41.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -67, 67 17, 100 -83, 50 0, 100 -83, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 85.7 (20.76) 1.3 (23.04) 75.0 (25.20) -4.2 (23.15) 84.2 (21.50) 0.6 (22.93) 

Median 100.0 0.0 75.0 0.0 91.7 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 58.3, 100.0 -8.3, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -67, 67 33, 100 -50, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 86.8 (20.62) 2.4 (22.28) 68.8 (27.37) -10.4 (37.73) 84.2 (22.34) 0.6 (25.02) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 58.3, 91.7 -25.0, 0.0 66.7, 100.0 -8.3, 16.7 

Min, Max 0, 100 -50, 67 17, 100 -83, 50 0, 100 -83, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 89.9 (18.08) 5.8 (20.25) 70.8 (21.36) -8.3 (37.80) 87.0 (19.60) 3.7 (23.72) 

Median 100.0 0.0 66.7 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 83.3 -25.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 67 33, 100 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 88.1 (17.99) 3.0 (17.51) 77.1 (19.80) -2.1 (24.30) 86.5 (18.51) 2.2 (18.50) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 50 50, 100 -33, 50 0, 100 -50, 50 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 88.6 (18.25) 3.8 (18.97) 76.7 (22.36) -13.3 (21.73) 87.4 (18.80) 2.0 (19.73) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 50 50, 100 -50, 0 0, 100 -50, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 88.2 (19.72) 2.2 (18.25) 73.3 (19.00) -16.7 (20.41) 86.4 (20.01) 0.0 (19.25) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 83.3 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 50, 100 -50, 0 0, 100 -50, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 88.3 (19.98) 2.7 (18.64) 86.7 (18.26) -3.3 (7.45) 88.1 (19.58) 2.0 (17.73) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -17, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 87.6 (20.75) 1.9 (18.86) 76.7 (22.36) -13.3 (21.73) 86.3 (20.98) 0.0 (19.61) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 75.0, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 50, 100 -50, 0 0, 100 -50, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 88.4 (20.19) 3.0 (19.30) 86.7 (18.26) -3.3 (7.45) 88.2 (19.72) 2.2 (18.25) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -17, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 86.9 (21.15) 1.5 (20.14) 80.0 (18.26) -10.0 (14.91) 86.0 (20.70) 0.0 (19.76) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -16.7, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -33, 0 0, 100 -50, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 88.4 (21.03) 3.0 (20.60) 80.0 (18.26) -10.0 (14.91) 87.3 (20.66) 1.3 (20.28) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 50 67, 100 -33, 0 0, 100 -50, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 85.6 (22.20) 1.7 (21.60) 76.7 (22.36) -13.3 (21.73) 84.3 (22.12) -0.5 (21.95) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 50, 100 -50, 0 0, 100 -50, 33 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 83.3 (23.57) -0.6 (20.81) 83.3 (19.25) -4.2 (8.33) 83.3 (22.74) -1.1 (19.54) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 66.7, 100.0 -8.3, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -17, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 84.7 (24.04) 2.1 (22.15) 83.3 (19.25) -4.2 (8.33) 84.5 (23.10) 1.2 (20.75) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 66.7, 100.0 -8.3, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -17, 0 0, 100 -50, 33 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 82.5 (26.75) 0.0 (23.57) 83.3 (19.25) -4.2 (8.33) 82.6 (25.29) -0.7 (21.69) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -8.3, 16.7 66.7, 100.0 -8.3, 0.0 66.7, 100.0 -8.3, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -17, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 85.4 (26.44) 2.1 (20.07) 77.8 (19.25) -5.6 (9.62) 84.2 (25.14) 0.9 (18.82) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 75.0, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -17, 0 0, 100 -50, 33 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 85.4 (27.13) 2.1 (19.12) 66.7 (NE) 0.0 (NE) 84.3 (26.66) 2.0 (18.52) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 66.7 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 67 0, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 86.5 (25.98) 3.1 (20.38) 66.7 (NE) 0.0 (NE) 85.3 (25.61) 2.9 (19.75) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 66.7 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 67 0, 0 0, 100 -50, 33 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 87.8 (26.33) 3.3 (20.12) 66.7 (NE) 0.0 (NE) 86.5 (25.98) 3.1 (19.45) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 66.7 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 67 0, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 87.8 (27.79) 3.3 (22.89) 66.7 (NE) 0.0 (NE) 86.5 (27.36) 3.1 (22.13) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 66.7 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 50 67, 67 0, 0 0, 100 -50, 50 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 85.7 (30.56) -1.2 (23.99) 66.7 (NE) 0.0 (NE) 84.4 (29.86) -1.1 (23.12) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 66.7, 66.7 0.0, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 67 0, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 86.9 (28.63) 0.0 (19.61) 66.7 (NE) 0.0 (NE) 85.6 (28.08) 0.0 (18.90) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 66.7 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 67 0, 0 0, 100 -50, 33 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 83.3 (31.18) -3.8 (23.72) 66.7 (NE) 0.0 (NE) 82.1 (30.29) -3.6 (22.81) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 66.7 0.0, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -50, 33 67, 67 0, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 85.0 (33.75) 1.7 (22.84) 66.7 (NE) 0.0 (NE) 83.3 (32.49) 1.5 (21.67) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 66.7, 66.7 0.0, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 67 0, 0 0, 100 -50, 33 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 81.3 (35.00) 2.1 (24.30) 66.7 (NE) 0.0 (NE) 79.6 (33.10) 1.9 (22.74) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 75.0, 100.0 0.0, 16.7 66.7, 66.7 0.0, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 67 0, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 78.6 (39.34) -2.4 (24.40) 66.7 (NE) 0.0 (NE) 77.1 (36.66) -2.1 (22.60) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 50.0, 100.0 -16.7, 16.7 66.7, 66.7 0.0, 0.0 58.3, 100.0 -8.3, 16.7 

Min, Max 0, 100 -50, 17 67, 67 0, 0 0, 100 -50, 17 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 76.2 (38.32) -4.8 (23.00) 66.7 (NE) 0.0 (NE) 75.0 (35.63) -4.2 (21.36) 

Median 100.0 0.0 66.7 0.0 91.7 0.0 

Q1, Q3 50.0, 100.0 -16.7, 16.7 66.7, 66.7 0.0, 0.0 58.3, 100.0 -8.3, 8.3 

Min, Max 0, 100 -50, 17 67, 67 0, 0 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 76.2 (38.32) -4.8 (23.00) 66.7 (NE) 0.0 (NE) 75.0 (35.63) -4.2 (21.36) 

Median 100.0 0.0 66.7 0.0 91.7 0.0 

Q1, Q3 50.0, 100.0 -16.7, 16.7 66.7, 66.7 0.0, 0.0 58.3, 100.0 -8.3, 8.3 

Min, Max 0, 100 -50, 17 67, 67 0, 0 0, 100 -50, 17 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 81.0 (36.55) 0.0 (23.57) 66.7 (NE) 0.0 (NE) 79.2 (34.21) 0.0 (21.82) 

Median 100.0 0.0 66.7 0.0 91.7 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 66.7 0.0, 0.0 75.0, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 17 67, 67 0, 0 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 75.0 (41.83) -5.6 (25.09) 66.7 (NE) 0.0 (NE) 73.8 (38.32) -4.8 (23.00) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 50.0, 100.0 -16.7, 16.7 66.7, 66.7 0.0, 0.0 50.0, 100.0 -16.7, 16.7 

Min, Max 0, 100 -50, 17 67, 67 0, 0 0, 100 -50, 17 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 62.5 (47.87) -12.5 (28.46) 66.7 (NE) 0.0 (NE) 63.3 (41.50) -10.0 (25.28) 

Median 75.0 -8.3 66.7 0.0 66.7 0.0 

Q1, Q3 25.0, 100.0 -33.3, 8.3 66.7, 66.7 0.0, 0.0 50.0, 100.0 -16.7, 0.0 

Min, Max 0, 100 -50, 17 67, 67 0, 0 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 62.5 (47.87) -12.5 (28.46) 66.7 (NE) 0.0 (NE) 63.3 (41.50) -10.0 (25.28) 

Median 75.0 -8.3 66.7 0.0 66.7 0.0 

Q1, Q3 25.0, 100.0 -33.3, 8.3 66.7, 66.7 0.0, 0.0 50.0, 100.0 -16.7, 0.0 

Min, Max 0, 100 -50, 17 67, 67 0, 0 0, 100 -50, 17 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 62.5 (47.87) -12.5 (28.46) 66.7 (NE) 0.0 (NE) 63.3 (41.50) -10.0 (25.28) 

Median 75.0 -8.3 66.7 0.0 66.7 0.0 

Q1, Q3 25.0, 100.0 -33.3, 8.3 66.7, 66.7 0.0, 0.0 50.0, 100.0 -16.7, 0.0 

Min, Max 0, 100 -50, 17 67, 67 0, 0 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 58.3 (50.00) -16.7 (30.43)   58.3 (50.00) -16.7 (30.43) 

Median 66.7 -16.7   66.7 -16.7 

Q1, Q3 16.7, 100.0 -41.7, 8.3   16.7, 100.0 -41.7, 8.3 

Min, Max 0, 100 -50, 17   0, 100 -50, 17 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 66.7 (57.74) -11.1 (34.69)   66.7 (57.74) -11.1 (34.69) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 0.0, 100.0 -50.0, 16.7   0.0, 100.0 -50.0, 16.7 

Min, Max 0, 100 -50, 17   0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 66.7 (57.74) -11.1 (34.69)   66.7 (57.74) -11.1 (34.69) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 0.0, 100.0 -50.0, 16.7   0.0, 100.0 -50.0, 16.7 

Min, Max 0, 100 -50, 17   0, 100 -50, 17 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 66.7 (57.74) -11.1 (34.69)   66.7 (57.74) -11.1 (34.69) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 0.0, 100.0 -50.0, 16.7   0.0, 100.0 -50.0, 16.7 

Min, Max 0, 100 -50, 17   0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 50.0 (70.71) -16.7 (47.14)   50.0 (70.71) -16.7 (47.14) 

Median 50.0 -16.7   50.0 -16.7 

Q1, Q3 0.0, 100.0 -50.0, 16.7   0.0, 100.0 -50.0, 16.7 

Min, Max 0, 100 -50, 17   0, 100 -50, 17 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 50.0 (70.71) -16.7 (47.14)   50.0 (70.71) -16.7 (47.14) 

Median 50.0 -16.7   50.0 -16.7 

Q1, Q3 0.0, 100.0 -50.0, 16.7   0.0, 100.0 -50.0, 16.7 

Min, Max 0, 100 -50, 17   0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 78.9 (22.93) -3.8 (21.64) 70.3 (25.89) -8.1 (26.31) 75.8 (24.33) -5.3 (23.47) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 17, 100 -67, 67 0, 100 -100, 50 0, 100 -100, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 22.1 (18.15)  20.3 (17.57)  21.5 (17.96)  

Median 22.2  22.2  22.2  

Q1, Q3 11.1, 33.3  11.1, 33.3  11.1, 33.3  

Min, Max 0, 89  0, 89  0, 89  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 22.2 (18.61) 0.9 (14.58) 20.4 (19.35) 1.6 (14.85) 21.7 (18.82) 1.1 (14.64) 

Median 22.2 0.0 22.2 0.0 22.2 0.0 

Q1, Q3 11.1, 33.3 -11.1, 11.1 0.0, 33.3 0.0, 11.1 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 100 -56, 44 0, 78 -33, 67 0, 100 -56, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 21.4 (19.61) 0.3 (16.13) 21.9 (18.44) 3.0 (17.12) 21.5 (19.25) 1.1 (16.43) 

Median 22.2 0.0 22.2 0.0 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 11.1 11.1, 33.3 0.0, 11.1 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 100 -44, 44 0, 78 -44, 67 0, 100 -44, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 19.4 (17.34) -1.8 (15.21) 15.7 (15.40) -2.0 (15.94) 18.5 (16.91) -1.8 (15.35) 

Median 22.2 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 0.0, 27.8 -11.1, 5.6 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 78 -44, 56 0, 56 -44, 33 0, 78 -44, 56 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 19.9 (17.57) -1.1 (15.35) 17.6 (17.08) 0.9 (16.24) 19.3 (17.43) -0.6 (15.52) 

Median 22.2 0.0 11.1 0.0 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 5.6 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 78 -44, 67 0, 78 -33, 33 0, 78 -44, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 18.4 (17.14) -2.1 (15.50) 15.8 (14.97) -2.0 (17.67) 17.8 (16.64) -2.1 (15.97) 

Median 22.2 0.0 11.1 0.0 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 0.0, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 78 -44, 44 0, 56 -33, 33 0, 78 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 16.5 (16.52) -4.0 (15.27) 23.3 (16.82) 2.1 (20.07) 17.8 (16.70) -2.9 (16.33) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 67 -44, 33 0, 56 -44, 44 0, 67 -44, 44 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 17.0 (19.90) -4.2 (18.39) 21.6 (19.98) -0.6 (22.38) 17.8 (19.89) -3.6 (19.05) 

Median 11.1 0.0 22.2 -11.1 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 0.0, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 78 -44, 56 0, 56 -33, 44 0, 78 -44, 56 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 15.7 (17.38) -4.2 (15.75) 24.8 (22.41) 3.3 (27.99) 17.3 (18.56) -2.9 (18.51) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 27.8 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 67 -44, 33 0, 78 -44, 67 0, 78 -44, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 15.8 (16.66) -4.2 (15.02) 23.0 (22.41) -0.7 (25.71) 17.1 (17.88) -3.6 (17.26) 

Median 11.1 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -22.2, 0.0 0.0, 27.8 -11.1, 0.0 

Min, Max 0, 67 -44, 33 0, 78 -33, 67 0, 78 -44, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 14.5 (17.62) -5.7 (15.18) 25.2 (25.01) 1.5 (28.44) 16.5 (19.43) -4.4 (18.28) 

Median 11.1 0.0 33.3 0.0 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 0.0, 33.3 -11.1, 22.2 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 67 -56, 33 0, 78 -44, 67 0, 78 -56, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 15.2 (17.45) -5.7 (15.29) 27.8 (27.13) 4.8 (25.31) 17.5 (19.98) -3.8 (17.83) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 27.8 -11.1, 0.0 

Min, Max 0, 67 -56, 33 0, 89 -22, 78 0, 89 -56, 78 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 15.9 (17.45) -5.4 (16.95) 28.4 (28.93) 9.9 (30.15) 17.6 (19.63) -3.2 (19.71) 

Median 11.1 -5.6 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 67 -44, 44 0, 89 -22, 78 0, 89 -44, 78 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 15.9 (17.45) -5.4 (16.14) 28.4 (34.74) 9.9 (35.33) 17.6 (20.78) -3.2 (20.20) 

Median 11.1 -5.6 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 0.0, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 67 -44, 56 0, 100 -22, 89 0, 100 -44, 89 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 16.6 (18.70) -5.2 (17.92) 25.9 (26.64) 7.4 (27.22) 17.9 (20.05) -3.4 (19.77) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 0.0, 33.3 -11.1, 22.2 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 67 -44, 56 0, 67 -22, 56 0, 67 -44, 56 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 13.8 (17.18) -7.8 (14.76) 27.8 (27.86) 6.9 (29.06) 15.7 (19.31) -5.7 (17.81) 

Median 5.6 -11.1 22.2 0.0 11.1 -11.1 

Q1, Q3 0.0, 22.2 -11.1, 0.0 5.6, 44.4 -11.1, 16.7 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 56 -44, 44 0, 78 -22, 67 0, 78 -44, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 14.2 (16.80) -7.3 (17.19) 31.9 (27.50) 11.1 (30.86) 16.7 (19.33) -4.8 (20.30) 

Median 11.1 0.0 27.8 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 50.0 -11.1, 33.3 0.0, 33.3 -22.2, 0.0 

Min, Max 0, 67 -44, 56 0, 78 -22, 67 0, 78 -44, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 14.0 (16.00) -7.6 (17.60) 25.0 (28.94) 4.2 (31.95) 15.5 (18.37) -5.9 (20.20) 

Median 11.1 0.0 16.7 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 5.6, 33.3 -16.7, 5.6 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 67 -44, 56 0, 89 -22, 78 0, 89 -44, 78 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 13.9 (18.69) -7.6 (19.74) 29.2 (29.66) 8.3 (31.29) 16.1 (20.97) -5.4 (22.12) 

Median 0.0 -11.1 22.2 -5.6 11.1 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 5.6, 50.0 -11.1, 27.8 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 78 -56, 56 0, 78 -22, 67 0, 78 -56, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 11.1 (14.81) -9.2 (17.58) 23.6 (20.95) 2.8 (21.21) 13.0 (16.26) -7.4 (18.44) 

Median 0.0 -5.6 22.2 -5.6 11.1 -5.6 

Q1, Q3 0.0, 22.2 -22.2, 0.0 5.6, 38.9 -11.1, 22.2 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 67 -67, 22 0, 56 -22, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 11.9 (15.06) -7.9 (16.69) 22.2 (25.20) 1.4 (28.75) 13.4 (17.07) -6.5 (18.93) 

Median 0.0 0.0 16.7 -5.6 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 5.6, 27.8 -16.7, 5.6 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 56 -56, 22 0, 78 -22, 67 0, 78 -56, 67 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 13.9 (16.97) -5.8 (19.24) 22.2 (15.71) 6.7 (16.85) 14.7 (16.88) -4.5 (19.23) 

Median 5.6 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 27.8 -22.2, 11.1 11.1, 33.3 0.0, 11.1 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 67 -56, 44 11, 44 -11, 33 0, 67 -56, 44 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 10.8 (15.17) -9.1 (19.82) 24.4 (26.53) 8.9 (27.67) 12.4 (17.01) -7.0 (21.28) 

Median 0.0 -11.1 11.1 0.0 0.0 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 22.2 -22.2, 11.1 

Min, Max 0, 56 -67, 33 0, 67 -11, 56 0, 67 -67, 56 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 12.9 (18.43) -6.9 (21.97) 22.2 (11.11) 6.7 (12.67) 14.0 (17.88) -5.3 (21.43) 

Median 0.0 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 0.0, 11.1 0.0, 22.2 -22.2, 11.1 

Min, Max 0, 78 -56, 56 11, 33 -11, 22 0, 78 -56, 56 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 9.5 (15.04) -9.8 (18.63) 22.2 (15.71) 6.7 (16.85) 11.1 (15.51) -7.8 (19.03) 

Median 0.0 -11.1 11.1 0.0 0.0 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 0.0, 11.1 0.0, 22.2 -22.2, 5.6 

Min, Max 0, 56 -67, 11 11, 44 -11, 33 0, 56 -67, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 11.8 (15.94) -8.1 (19.89) 22.2 (15.71) 6.7 (16.85) 13.2 (16.10) -6.1 (19.96) 

Median 0.0 0.0 11.1 0.0 5.6 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 0.0, 11.1 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 56 -67, 22 11, 44 -11, 33 0, 56 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 11.1 (15.96) -8.8 (15.15) 28.9 (25.58) 13.3 (25.34) 13.5 (18.11) -5.8 (18.03) 

Median 0.0 -11.1 11.1 11.1 5.6 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 44.4 0.0, 11.1 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 56 -44, 11 11, 67 -11, 56 0, 67 -44, 56 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 12.5 (16.84) -7.4 (18.14) 28.9 (16.85) 13.3 (21.37) 14.6 (17.54) -4.7 (19.61) 

Median 0.0 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 33.3 0.0, 22.2 0.0, 22.2 -22.2, 11.1 

Min, Max 0, 56 -44, 33 11, 56 -11, 44 0, 56 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 12.2 (17.10) -6.7 (17.41) 28.9 (23.04) 13.3 (25.34) 14.6 (18.63) -3.8 (19.61) 

Median 0.0 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 0.0, 11.1 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 56 -44, 33 11, 67 -11, 56 0, 67 -44, 56 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 11.5 (18.45) -7.7 (21.03) 19.4 (10.64) 2.8 (10.64) 12.6 (17.68) -6.3 (20.15) 

Median 0.0 -5.6 16.7 5.6 0.0 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 27.8 -5.6, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 78 -44, 56 11, 33 -11, 11 0, 78 -44, 56 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 11.1 (15.37) -8.8 (18.82) 22.2 (9.07) 5.6 (14.34) 12.7 (15.03) -6.7 (18.72) 

Median 0.0 -5.6 22.2 5.6 5.6 0.0 

Q1, Q3 0.0, 22.2 -16.7, 0.0 16.7, 27.8 -5.6, 16.7 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 56 -44, 33 11, 33 -11, 22 0, 56 -44, 33 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 12.2 (16.48) -5.6 (18.20) 19.4 (10.64) 2.8 (10.64) 13.4 (15.71) -4.2 (17.28) 

Median 0.0 0.0 16.7 5.6 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 5.6 11.1, 27.8 -5.6, 11.1 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 56 -44, 33 11, 33 -11, 11 0, 56 -44, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 11.8 (15.43) -6.9 (20.24) 22.2 (11.11) 0.0 (11.11) 13.5 (15.08) -5.8 (19.02) 

Median 0.0 -5.6 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -16.7, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -44, 33 11, 33 -11, 11 0, 44 -44, 33 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 11.8 (15.43) -6.9 (20.24) 33.3 (NE) 0.0 (NE) 13.1 (15.83) -6.5 (19.66) 

Median 0.0 -5.6 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 22.2 -16.7, 0.0 33.3, 33.3 0.0, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -44, 33 33, 33 0, 0 0, 44 -44, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 12.5 (16.67) -6.3 (21.07) 33.3 (NE) 0.0 (NE) 13.7 (16.91) -5.9 (20.46) 

Median 5.6 -5.6 33.3 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 33.3, 33.3 0.0, 0.0 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 56 -44, 33 33, 33 0, 0 0, 56 -44, 33 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 9.6 (13.19) -10.4 (16.52) 33.3 (NE) 0.0 (NE) 11.1 (14.05) -9.7 (16.17) 

Median 0.0 -11.1 33.3 0.0 0.0 -5.6 

Q1, Q3 0.0, 22.2 -22.2, 0.0 33.3, 33.3 0.0, 0.0 0.0, 22.2 -16.7, 0.0 

Min, Max 0, 33 -44, 11 33, 33 0, 0 0, 33 -44, 11 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 11.9 (17.04) -8.1 (19.91) 33.3 (NE) 0.0 (NE) 13.2 (17.32) -7.6 (19.34) 

Median 0.0 -11.1 33.3 0.0 0.0 -5.6 

Q1, Q3 0.0, 22.2 -22.2, 0.0 33.3, 33.3 0.0, 0.0 0.0, 22.2 -16.7, 0.0 

Min, Max 0, 56 -44, 33 33, 33 0, 0 0, 56 -44, 33 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 12.7 (19.42) -6.3 (20.77) 33.3 (NE) 0.0 (NE) 14.1 (19.46) -5.9 (20.08) 

Median 0.0 -5.6 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 33.3, 33.3 0.0, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 67 -44, 44 33, 33 0, 0 0, 67 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 8.7 (13.20) -10.3 (17.14) 33.3 (NE) 0.0 (NE) 10.4 (14.22) -9.6 (16.73) 

Median 0.0 -5.6 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 33.3, 33.3 0.0, 0.0 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 33 -44, 11 33, 33 0, 0 0, 33 -44, 11 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 12.8 (17.48) -7.7 (20.48) 33.3 (NE) 0.0 (NE) 14.3 (17.66) -7.1 (19.78) 

Median 0.0 -11.1 33.3 0.0 5.6 -5.6 

Q1, Q3 0.0, 22.2 -22.2, 0.0 33.3, 33.3 0.0, 0.0 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 56 -44, 33 33, 33 0, 0 0, 56 -44, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 8.9 (12.61) -10.0 (16.93) 33.3 (NE) 0.0 (NE) 11.1 (14.05) -9.1 (16.34) 

Median 0.0 -5.6 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 33.3, 33.3 0.0, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -44, 11 33, 33 0, 0 0, 33 -44, 11 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 9.7 (13.85) -12.5 (18.25) 33.3 (NE) 0.0 (NE) 12.3 (15.16) -11.1 (17.57) 

Median 0.0 -11.1 33.3 0.0 0.0 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 33.3, 33.3 0.0, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -44, 11 33, 33 0, 0 0, 33 -44, 11 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 12.7 (16.27) -12.7 (21.69) 33.3 (NE) 0.0 (NE) 15.3 (16.73) -11.1 (20.57) 

Median 0.0 -11.1 33.3 0.0 11.1 -11.1 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 0.0 0.0, 33.3 -22.2, 0.0 

Min, Max 0, 33 -44, 22 33, 33 0, 0 0, 33 -44, 22 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 9.5 (13.50) -15.9 (16.80) 33.3 (NE) 0.0 (NE) 12.5 (15.07) -13.9 (16.53) 

Median 0.0 -11.1 33.3 0.0 5.6 -11.1 

Q1, Q3 0.0, 22.2 -33.3, 0.0 33.3, 33.3 0.0, 0.0 0.0, 27.8 -22.2, 0.0 

Min, Max 0, 33 -44, 0 33, 33 0, 0 0, 33 -44, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 9.5 (13.50) -15.9 (16.80) 33.3 (NE) 0.0 (NE) 12.5 (15.07) -13.9 (16.53) 

Median 0.0 -11.1 33.3 0.0 5.6 -11.1 

Q1, Q3 0.0, 22.2 -33.3, 0.0 33.3, 33.3 0.0, 0.0 0.0, 27.8 -22.2, 0.0 

Min, Max 0, 33 -44, 0 33, 33 0, 0 0, 33 -44, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 9.5 (13.50) -15.9 (16.80) 33.3 (NE) 0.0 (NE) 12.5 (15.07) -13.9 (16.53) 

Median 0.0 -11.1 33.3 0.0 5.6 -11.1 

Q1, Q3 0.0, 22.2 -33.3, 0.0 33.3, 33.3 0.0, 0.0 0.0, 27.8 -22.2, 0.0 

Min, Max 0, 33 -44, 0 33, 33 0, 0 0, 33 -44, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (14.05) -11.1 (12.17) 22.2 (NE) -11.1 (NE) 12.7 (13.50) -11.1 (11.11) 

Median 5.6 -11.1 22.2 -11.1 11.1 -11.1 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 -11.1, -11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -33, 0 22, 22 -11, -11 0, 33 -33, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 8.3 (10.64) -13.9 (13.98) 33.3 (NE) 0.0 (NE) 13.3 (14.49) -11.1 (13.61) 

Median 5.6 -11.1 33.3 0.0 11.1 -11.1 

Q1, Q3 0.0, 16.7 -22.2, -5.6 33.3, 33.3 0.0, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 22 -33, 0 33, 33 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 8.3 (10.64) -13.9 (13.98) 33.3 (NE) 0.0 (NE) 13.3 (14.49) -11.1 (13.61) 

Median 5.6 -11.1 33.3 0.0 11.1 -11.1 

Q1, Q3 0.0, 16.7 -22.2, -5.6 33.3, 33.3 0.0, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 22 -33, 0 33, 33 0, 0 0, 33 -33, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 8.3 (10.64) -13.9 (13.98) 33.3 (NE) 0.0 (NE) 13.3 (14.49) -11.1 (13.61) 

Median 5.6 -11.1 33.3 0.0 11.1 -11.1 

Q1, Q3 0.0, 16.7 -22.2, -5.6 33.3, 33.3 0.0, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 22 -33, 0 33, 33 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 8.3 (10.64) -13.9 (13.98)   8.3 (10.64) -13.9 (13.98) 

Median 5.6 -11.1   5.6 -11.1 

Q1, Q3 0.0, 16.7 -22.2, -5.6   0.0, 16.7 -22.2, -5.6 

Min, Max 0, 22 -33, 0   0, 22 -33, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (11.11) -14.8 (16.97)   11.1 (11.11) -14.8 (16.97) 

Median 11.1 -11.1   11.1 -11.1 

Q1, Q3 0.0, 22.2 -33.3, 0.0   0.0, 22.2 -33.3, 0.0 

Min, Max 0, 22 -33, 0   0, 22 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (11.11) -14.8 (16.97)   11.1 (11.11) -14.8 (16.97) 

Median 11.1 -11.1   11.1 -11.1 

Q1, Q3 0.0, 22.2 -33.3, 0.0   0.0, 22.2 -33.3, 0.0 

Min, Max 0, 22 -33, 0   0, 22 -33, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (11.11) -14.8 (16.97)   11.1 (11.11) -14.8 (16.97) 

Median 11.1 -11.1   11.1 -11.1 

Q1, Q3 0.0, 22.2 -33.3, 0.0   0.0, 22.2 -33.3, 0.0 

Min, Max 0, 22 -33, 0   0, 22 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (7.86) -5.6 (7.86)   16.7 (7.86) -5.6 (7.86) 

Median 16.7 -5.6   16.7 -5.6 

Q1, Q3 11.1, 22.2 -11.1, 0.0   11.1, 22.2 -11.1, 0.0 

Min, Max 11, 22 -11, 0   11, 22 -11, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (7.86) -5.6 (7.86)   16.7 (7.86) -5.6 (7.86) 

Median 16.7 -5.6   16.7 -5.6 

Q1, Q3 11.1, 22.2 -11.1, 0.0   11.1, 22.2 -11.1, 0.0 

Min, Max 11, 22 -11, 0   11, 22 -11, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 25.3 (25.55) 5.0 (22.58) 28.3 (22.59) 7.8 (21.81) 26.4 (24.49) 6.1 (22.29) 

Median 22.2 0.0 33.3 0.0 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 22.2 11.1, 33.3 0.0, 22.2 0.0, 33.3 -11.1, 22.2 

Min, Max 0, 100 -44, 78 0, 100 -56, 56 0, 100 -56, 78 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 3.3 (10.99)  5.3 (10.64)  3.9 (10.90)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 100  0, 33  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 5.6 (12.53) 2.3 (11.05) 5.8 (14.29) 1.0 (14.25) 5.7 (13.06) 1.9 (12.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 50 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 3.8 (10.33) 0.7 (9.17) 2.4 (7.66) -1.4 (11.26) 3.4 (9.65) 0.1 (9.84) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 50 0, 33 -33, 33 0, 67 -33, 50 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 3.6 (10.13) -0.4 (11.96) 4.9 (16.31) 1.1 (19.15) 3.9 (11.95) 0.0 (14.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 50 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 4.0 (10.94) 0.0 (12.49) 2.8 (7.45) -0.9 (12.56) 3.7 (10.24) -0.2 (12.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 2.3 (9.00) -0.5 (8.70) 2.5 (7.36) -1.5 (12.75) 2.4 (8.62) -0.7 (9.77) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -50, 33 0, 33 -33, 33 0, 67 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 2.5 (9.45) -0.4 (9.46) 6.3 (22.03) 0.8 (17.85) 3.2 (12.66) -0.1 (11.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -50, 50 0, 100 -33, 67 0, 100 -50, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 3.6 (10.50) 0.6 (11.08) 3.7 (9.14) -1.9 (11.27) 3.6 (10.25) 0.2 (11.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -50, 50 0, 33 -33, 17 0, 67 -50, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 2.3 (8.28) -0.4 (8.79) 8.8 (21.34) 4.9 (16.42) 3.4 (11.77) 0.5 (10.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 50 -50, 33 0, 83 -17, 50 0, 83 -50, 50 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 2.9 (8.55) 0.0 (9.48) 8.9 (26.63) 4.4 (20.38) 4.0 (13.60) 0.8 (12.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -50, 33 0, 100 -17, 67 0, 100 -50, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 1.5 (6.27) -1.5 (7.47) 8.9 (25.87) 4.4 (19.38) 2.8 (12.43) -0.4 (10.72) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -50, 0 0, 100 -17, 67 0, 100 -50, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 1.6 (5.81) -1.1 (8.99) 8.3 (26.75) 4.8 (18.98) 2.9 (12.59) 0.0 (11.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -50, 17 0, 100 -17, 67 0, 100 -50, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 1.8 (5.20) -0.3 (9.79) 13.0 (33.10) 7.4 (23.73) 3.3 (13.24) 0.8 (12.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -50, 17 0, 100 -17, 67 0, 100 -50, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 0.9 (3.79) -1.2 (8.91) 11.1 (27.64) 5.6 (18.63) 2.3 (10.98) -0.3 (10.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -50, 17 0, 83 -17, 50 0, 83 -50, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 1.3 (4.44) -0.9 (8.90) 14.8 (33.79) 9.3 (25.15) 3.2 (13.78) 0.5 (12.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -50, 17 0, 100 -17, 67 0, 100 -50, 67 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 1.7 (6.07) 0.3 (6.29) 2.1 (5.89) -4.2 (14.77) 1.7 (6.00) -0.3 (7.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -8.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 17 0, 17 -33, 17 0, 33 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 2.0 (8.00) 0.7 (7.50) 20.8 (39.59) 14.6 (32.66) 4.6 (17.04) 2.6 (14.24) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 50 -33, 33 0, 100 -17, 67 0, 100 -33, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 2.3 (7.54) 1.0 (8.53) 10.4 (29.46) 4.2 (19.42) 3.4 (12.78) 1.4 (10.49) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 83 -17, 50 0, 83 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2288



Protocol BGB-A317-303 Page 234 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 2.4 (7.68) 1.0 (9.36) 4.2 (7.72) -2.1 (10.68) 2.7 (7.64) 0.6 (9.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 8.3 -8.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 17 -17, 17 0, 33 -33, 33 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 0.7 (3.44) -0.7 (6.04) 6.3 (12.40) 0.0 (8.91) 1.5 (5.85) -0.6 (6.45) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 8.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 33 -17, 17 0, 33 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 0.7 (3.47) -0.4 (5.61) 4.2 (11.79) -2.1 (5.89) 1.3 (5.52) -0.6 (5.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 33 -17, 0 0, 33 -33, 17 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 1.1 (4.25) 0.0 (6.23) 3.3 (7.45) -3.3 (7.45) 1.4 (4.61) -0.3 (6.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 17 -17, 0 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 0.9 (3.77) -0.4 (6.11) 0.0 (0.00) -6.7 (14.91) 0.8 (3.55) -1.2 (7.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 -33, 0 0, 17 -33, 17 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 0.5 (2.74) -0.9 (5.48) 0.0 (0.00) -6.7 (14.91) 0.4 (2.57) -1.6 (7.18) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 0 0, 0 -33, 0 0, 17 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 0.5 (2.82) -1.0 (5.63) 10.0 (22.36) 3.3 (7.45) 1.7 (8.27) -0.4 (5.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 0 0, 50 0, 17 0, 50 -33, 17 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 2.5 (9.43) 1.0 (9.26) 3.3 (7.45) -3.3 (7.45) 2.6 (9.11) 0.4 (9.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 50 -33, 33 0, 17 -17, 0 0, 50 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 1.5 (6.41) 0.0 (7.22) 0.0 (0.00) -6.7 (14.91) 1.3 (5.98) -0.9 (8.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 17 0, 0 -33, 0 0, 33 -33, 17 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 1.5 (6.41) 0.0 (7.22) 0.0 (0.00) -6.7 (14.91) 1.3 (5.98) -0.9 (8.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 17 0, 0 -33, 0 0, 33 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 1.7 (9.13) 0.0 (8.75) 0.0 (0.00) -6.7 (14.91) 1.4 (8.45) -1.0 (9.85) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 50 -33, 33 0, 0 -33, 0 0, 50 -33, 33 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 1.3 (6.54) 0.0 (9.43) 0.0 (0.00) 0.0 (0.00) 1.1 (6.09) 0.0 (8.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 0.7 (3.40) -0.7 (7.74) 8.3 (16.67) 8.3 (16.67) 1.8 (6.94) 0.6 (9.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 0.8 (3.73) -0.8 (8.51) 0.0 (0.00) 0.0 (0.00) 0.7 (3.40) -0.7 (7.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 0.0 (0.00) -2.1 (8.33) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -1.8 (7.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 0.0 (0.00) -2.1 (8.33) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -2.0 (8.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 1.0 (4.17) -1.0 (9.56) 0.0 (NE) 0.0 (NE) 1.0 (4.04) -1.0 (9.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 0.0 (0.00) -2.2 (8.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -2.1 (8.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 0.0 (0.00) -2.2 (8.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -2.1 (8.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 0.0 (0.00) -2.4 (8.91) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -2.2 (8.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 0.0 (0.00) -2.4 (8.91) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -2.2 (8.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 0.0 (0.00) -2.6 (9.25) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -2.4 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 0.0 (0.00) -3.3 (10.54) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -3.0 (10.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) -4.2 (11.79) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -3.7 (11.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 7.0 (16.16) 3.6 (15.67) 7.4 (13.62) 3.2 (15.03) 7.1 (15.25) 3.5 (15.40) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 83 -67, 83 0, 67 -33, 67 0, 83 -67, 83 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 17.4 (20.86)  15.6 (19.52)  16.8 (20.43)  

Median 16.7  16.7  16.7  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 83  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 18.3 (22.29) 1.6 (14.42) 14.5 (19.84) -0.6 (13.80) 17.1 (21.62) 1.0 (14.25) 

Median 16.7 0.0 0.0 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -50, 67 0, 100 -33, 50 0, 100 -50, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 16.7 (23.23) -0.2 (17.14) 13.1 (21.21) -1.4 (19.40) 15.6 (22.69) -0.5 (17.78) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 83 0, 100 -67, 83 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 15.4 (20.21) 0.8 (17.40) 6.4 (9.66) -4.5 (16.61) 13.1 (18.53) -0.6 (17.31) 

Median 16.7 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 16.7 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 100 -67, 50 0, 33 -67, 17 0, 100 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 13.7 (18.68) 0.0 (17.28) 6.5 (10.75) -4.6 (14.70) 12.0 (17.43) -1.1 (16.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 16.7 -8.3, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 100 -50, 50 0, 33 -50, 17 0, 100 -50, 50 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 13.2 (17.09) 0.6 (17.87) 8.6 (16.73) -3.0 (12.12) 12.1 (17.06) -0.2 (16.72) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 100 -50, 67 0, 83 -33, 33 0, 100 -50, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 10.8 (15.97) -1.2 (18.65) 12.7 (15.73) -1.6 (19.65) 11.2 (15.88) -1.3 (18.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 83 -67, 50 0, 50 -33, 33 0, 83 -67, 50 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 9.7 (16.63) -2.6 (19.61) 14.8 (19.71) 0.9 (19.36) 10.6 (17.19) -2.0 (19.52) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 83 -67, 67 0, 67 -33, 50 0, 83 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 9.0 (14.99) -2.9 (18.52) 19.6 (25.84) 4.9 (24.84) 10.8 (17.68) -1.5 (19.85) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -8.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 83 -33, 67 0, 83 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 7.0 (12.91) -3.9 (18.33) 17.8 (22.24) 1.1 (23.12) 8.9 (15.40) -3.0 (19.21) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 67 -67, 50 0, 67 -33, 50 0, 67 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 8.1 (13.35) -2.7 (19.87) 16.7 (23.57) 0.0 (21.82) 9.6 (15.86) -2.2 (20.12) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 33.3 -16.7, 16.7 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 50 0, 67 -33, 50 0, 67 -67, 50 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 6.5 (11.43) -3.8 (17.45) 22.6 (28.20) 6.0 (25.83) 9.4 (16.85) -2.0 (19.43) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 16.7 0.0, 16.7 -8.3, 0.0 

Min, Max 0, 50 -67, 50 0, 83 -33, 67 0, 83 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 7.1 (12.25) -3.6 (19.52) 18.5 (32.75) 7.4 (37.37) 8.7 (16.69) -2.1 (22.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 83 -50, 67 0, 83 -67, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 6.8 (10.91) -3.9 (17.11) 18.5 (25.61) 7.4 (26.50) 8.5 (14.17) -2.3 (18.84) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 50 0, 67 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 7.5 (13.30) -3.8 (16.87) 20.4 (28.60) 9.3 (30.17) 9.4 (16.70) -1.9 (19.58) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 50 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 7.3 (11.25) -4.3 (17.43) 20.8 (30.54) 8.3 (33.33) 9.2 (15.66) -2.6 (20.42) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 33.3 -8.3, 25.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 83 -33, 67 0, 83 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 7.7 (12.69) -4.0 (17.35) 20.8 (29.21) 8.3 (33.33) 9.5 (16.26) -2.3 (20.34) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 41.7 -8.3, 25.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 5.7 (10.44) -6.0 (15.71) 20.8 (29.21) 8.3 (32.12) 7.8 (15.04) -4.0 (19.07) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 33.3 -8.3, 8.3 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 83 -17, 83 0, 83 -67, 83 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 6.9 (13.68) -4.5 (17.10) 27.1 (34.43) 14.6 (32.66) 9.8 (19.01) -1.8 (20.76) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 8.3 -16.7, 0.0 0.0, 58.3 0.0, 33.3 0.0, 16.7 -8.3, 0.0 

Min, Max 0, 50 -67, 17 0, 83 -17, 67 0, 83 -67, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 6.9 (10.29) -3.6 (17.18) 20.8 (24.80) 8.3 (21.82) 9.0 (14.01) -1.9 (18.22) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 50.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 

Min, Max 0, 33 -67, 17 0, 50 -17, 50 0, 50 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 7.4 (12.59) -3.3 (18.67) 18.8 (22.60) 6.3 (26.63) 9.1 (14.82) -1.9 (20.06) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 25.0 -8.3, 8.3 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 50 0, 67 -17, 67 0, 67 -67, 67 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 6.8 (12.62) -4.2 (18.72) 10.0 (22.36) 0.0 (0.00) 7.1 (13.61) -3.7 (17.76) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 50 0, 0 0, 50 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 5.7 (11.15) -5.7 (19.09) 10.0 (14.91) 0.0 (11.79) 6.2 (11.51) -5.0 (18.38) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 33 -17, 17 0, 50 -67, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 6.3 (10.65) -5.4 (18.03) 10.0 (22.36) 0.0 (0.00) 6.7 (12.24) -4.8 (16.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 50 0, 0 0, 50 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 7.6 (12.36) -4.8 (19.20) 16.7 (23.57) 6.7 (14.91) 8.8 (14.12) -3.3 (18.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 33.3 0.0, 0.0 0.0, 16.7 -8.3, 0.0 

Min, Max 0, 50 -67, 33 0, 50 0, 33 0, 50 -67, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 10.6 (16.57) -2.5 (22.10) 10.0 (22.36) 0.0 (0.00) 10.5 (17.08) -2.2 (20.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 67 -67, 50 0, 50 0, 0 0, 67 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 10.6 (17.59) -2.5 (22.49) 20.0 (29.81) 10.0 (32.49) 11.8 (19.34) -0.9 (23.87) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -17, 67 0, 67 -67, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 8.6 (14.51) -4.5 (20.53) 13.3 (21.73) 3.3 (7.45) 9.2 (15.35) -3.5 (19.44) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 50 0, 17 0, 50 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 10.6 (17.22) -2.8 (23.19) 20.0 (29.81) 10.0 (32.49) 11.9 (19.20) -1.0 (24.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 16.7 0.0, 33.3 0.0, 0.0 0.0, 16.7 -16.7, 16.7 

Min, Max 0, 67 -67, 50 0, 67 -17, 67 0, 67 -67, 67 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 7.1 (17.11) -5.1 (26.57) 16.7 (23.57) 4.2 (8.33) 8.3 (17.91) -3.9 (25.02) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 33.3 0.0, 8.3 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 83 -67, 83 0, 50 0, 17 0, 83 -67, 83 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 4.2 (8.86) -7.6 (20.25) 16.7 (23.57) 4.2 (8.33) 6.0 (12.18) -6.0 (19.36) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 33.3 0.0, 8.3 0.0, 8.3 -8.3, 0.0 

Min, Max 0, 33 -67, 17 0, 50 0, 17 0, 50 -67, 17 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 4.2 (9.17) -7.5 (22.60) 12.5 (25.00) 0.0 (0.00) 5.6 (12.69) -6.3 (20.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 25.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 50 0, 0 0, 50 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 4.2 (9.62) -9.4 (21.92) 16.7 (28.87) 0.0 (0.00) 6.1 (13.84) -7.9 (20.31) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 50.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 50 0, 0 0, 50 -67, 33 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 7.3 (14.87) -6.3 (26.44) 0.0 (NE) 0.0 (NE) 6.9 (14.50) -5.9 (25.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 8.3 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 50 -67, 50 0, 0 0, 0 0, 50 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 6.3 (11.98) -7.3 (24.32) 0.0 (NE) 0.0 (NE) 5.9 (11.70) -6.9 (23.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 8.3 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 4.4 (9.89) -6.7 (22.54) 0.0 (NE) 0.0 (NE) 4.2 (9.62) -6.3 (21.84) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 
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Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 4.4 (9.89) -6.7 (22.54) 0.0 (NE) 0.0 (NE) 4.2 (9.62) -6.3 (21.84) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 2.4 (6.05) -4.8 (12.10) 0.0 (NE) 0.0 (NE) 2.2 (5.86) -4.4 (11.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 3.6 (9.65) -3.6 (14.88) 0.0 (NE) 0.0 (NE) 3.3 (9.34) -3.3 (14.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 3.8 (9.99) -2.6 (14.98) 0.0 (NE) 0.0 (NE) 3.6 (9.65) -2.4 (14.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 3.3 (7.03) -5.0 (13.72) 0.0 (NE) 0.0 (NE) 3.0 (6.74) -4.5 (13.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 6.3 (8.63) -4.2 (14.77) 0.0 (NE) 0.0 (NE) 5.6 (8.33) -3.7 (13.89) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -8.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 7.1 (13.11) -4.8 (20.89) 0.0 (NE) 0.0 (NE) 6.3 (12.40) -4.2 (19.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 8.3 -16.7, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 2.4 (6.30) -9.5 (13.11) 0.0 (NE) 0.0 (NE) 2.1 (5.89) -8.3 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 17 -33, 0 0, 0 0, 0 0, 17 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 2.4 (6.30) -9.5 (13.11) 0.0 (NE) 0.0 (NE) 2.1 (5.89) -8.3 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 17 -33, 0 0, 0 0, 0 0, 17 -33, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 2.4 (6.30) -9.5 (13.11) 0.0 (NE) 0.0 (NE) 2.1 (5.89) -8.3 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 17 -33, 0 0, 0 0, 0 0, 17 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2334



Protocol BGB-A317-303 Page 280 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 2.8 (6.80) -8.3 (13.94) 0.0 (NE) 0.0 (NE) 2.4 (6.30) -7.1 (13.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 17 -33, 0 0, 0 0, 0 0, 17 -33, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 4.2 (8.33) -8.3 (16.67) 16.7 (NE) 16.7 (NE) 6.7 (9.13) -3.3 (18.26) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 8.3 -16.7, 0.0 16.7, 16.7 16.7, 16.7 0.0, 16.7 0.0, 0.0 

Min, Max 0, 17 -33, 0 17, 17 17, 17 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 4.2 (8.33) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 3.3 (7.45) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 8.3 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 0 0, 0 0, 0 0, 17 -33, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 4.2 (8.33) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 3.3 (7.45) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 8.3 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 0 0, 0 0, 0 0, 17 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2336



Protocol BGB-A317-303 Page 282 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 4.2 (8.33) -8.3 (16.67)   4.2 (8.33) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 8.3 -16.7, 0.0   0.0, 8.3 -16.7, 0.0 

Min, Max 0, 17 -33, 0   0, 17 -33, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 5.6 (9.62) -11.1 (19.25)   5.6 (9.62) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 16.7 -33.3, 0.0   0.0, 16.7 -33.3, 0.0 

Min, Max 0, 17 -33, 0   0, 17 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 5.6 (9.62) -11.1 (19.25)   5.6 (9.62) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 16.7 -33.3, 0.0   0.0, 16.7 -33.3, 0.0 

Min, Max 0, 17 -33, 0   0, 17 -33, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 5.6 (9.62) -11.1 (19.25)   5.6 (9.62) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 16.7 -33.3, 0.0   0.0, 16.7 -33.3, 0.0 

Min, Max 0, 17 -33, 0   0, 17 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 8.3 (11.79) 0.0 (0.00)   8.3 (11.79) 0.0 (0.00) 

Median 8.3 0.0   8.3 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0   0.0, 16.7 0.0, 0.0 

Min, Max 0, 17 0, 0   0, 17 0, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 8.3 (11.79) 0.0 (0.00)   8.3 (11.79) 0.0 (0.00) 

Median 8.3 0.0   8.3 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0   0.0, 16.7 0.0, 0.0 

Min, Max 0, 17 0, 0   0, 17 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 22.1 (27.63) 6.3 (19.41) 22.5 (25.56) 8.6 (20.05) 22.3 (26.82) 7.1 (19.62) 

Median 16.7 0.0 16.7 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 0.0, 16.7 0.0, 33.3 0.0, 16.7 0.0, 33.3 0.0, 16.7 

Min, Max 0, 100 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 211  97  308  

Mean (SD) 22.4 (20.88)  21.0 (22.22)  22.0 (21.29)  

Median 33.3  33.3  33.3  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 194 194 84 84 278 278 

Mean (SD) 21.1 (20.78) -0.3 (18.89) 23.4 (26.27) 4.4 (21.82) 21.8 (22.56) 1.1 (19.90) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 21.5 (22.08) -0.4 (19.30) 21.9 (22.62) 1.9 (22.62) 21.6 (22.19) 0.3 (20.28) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Cycle 4       

n 130 130 44 44 174 174 

Mean (SD) 20.3 (20.12) -2.6 (19.74) 18.9 (20.83) 0.0 (21.57) 19.9 (20.25) -1.9 (20.18) 

Median 33.3 0.0 16.7 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 121 121 36 36 157 157 

Mean (SD) 19.6 (20.94) -2.8 (20.90) 21.3 (16.24) 3.7 (23.61) 20.0 (19.92) -1.3 (21.64) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -67, 33 0, 100 -67, 67 

 

Cycle 6       

n 106 106 33 33 139 139 

Mean (SD) 17.6 (20.68) -4.4 (21.12) 20.2 (18.52) 2.0 (24.92) 18.2 (20.15) -2.9 (22.16) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -67, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 93 93 21 21 114 114 

Mean (SD) 17.9 (22.82) -5.0 (20.23) 15.9 (24.99) -1.6 (22.30) 17.5 (23.13) -4.4 (20.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Cycle 8       

n 88 88 18 18 106 106 

Mean (SD) 17.8 (22.00) -5.7 (20.97) 24.1 (27.55) 7.4 (31.43) 18.9 (23.01) -3.5 (23.43) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 79 79 17 17 96 96 

Mean (SD) 16.9 (19.88) -5.5 (20.28) 21.6 (20.21) 5.9 (33.82) 17.7 (19.91) -3.5 (23.44) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -16.7, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -67, 67 0, 67 -67, 67 

 

Cycle 10       

n 68 68 15 15 83 83 

Mean (SD) 15.2 (21.11) -6.9 (23.44) 26.7 (22.54) 8.9 (32.04) 17.3 (21.69) -4.0 (25.71) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 67 67 15 15 82 82 

Mean (SD) 16.9 (22.75) -5.5 (22.92) 22.2 (29.99) 4.4 (41.53) 17.9 (24.11) -3.7 (27.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 100 0, 100 -67, 100 

 

Cycle 12       

n 61 61 14 14 75 75 

Mean (SD) 15.8 (19.82) -7.1 (21.18) 26.2 (29.75) 7.1 (39.61) 17.8 (22.15) -4.4 (25.90) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 55 55 9 9 64 64 

Mean (SD) 17.0 (22.10) -6.7 (24.34) 33.3 (33.33) 25.9 (40.06) 19.3 (24.35) -2.1 (29.02) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 14       

n 55 55 9 9 64 64 

Mean (SD) 15.8 (21.14) -7.9 (23.97) 37.0 (30.93) 29.6 (38.89) 18.8 (23.66) -2.6 (29.28) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 52 52 9 9 61 61 

Mean (SD) 15.4 (22.35) -8.3 (25.46) 29.6 (35.14) 22.2 (40.82) 17.5 (24.80) -3.8 (29.88) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 15.6 (20.53) -8.2 (22.08) 29.2 (27.82) 20.8 (35.36) 17.5 (21.92) -4.1 (26.03) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 0.0, 50.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 67 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 49 49 8 8 57 57 

Mean (SD) 17.0 (21.65) -6.8 (22.55) 37.5 (33.03) 29.2 (41.55) 19.9 (24.28) -1.8 (28.47) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 16.7, 50.0 0.0, 50.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Cycle 18       

n 49 49 8 8 57 57 

Mean (SD) 15.0 (20.48) -8.8 (22.34) 33.3 (30.86) 25.0 (38.83) 17.5 (22.80) -4.1 (27.51) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 16.7, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 47 47 8 8 55 55 

Mean (SD) 14.9 (20.63) -8.5 (23.54) 41.7 (38.83) 33.3 (47.14) 18.8 (25.47) -2.4 (31.33) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 16.7, 66.7 0.0, 66.7 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 20       

n 45 45 8 8 53 53 

Mean (SD) 13.3 (16.51) -10.4 (22.27) 33.3 (25.20) 25.0 (34.50) 16.4 (19.20) -5.0 (27.27) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 16.7, 50.0 0.0, 50.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 14.1 (16.65) -9.6 (22.04) 33.3 (30.86) 25.0 (38.83) 17.0 (20.28) -4.4 (27.76) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 16.7, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 15.2 (19.63) -8.3 (23.98) 26.7 (14.91) 26.7 (14.91) 16.3 (19.39) -4.8 (25.46) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 14.9 (18.50) -7.0 (22.14) 26.7 (14.91) 26.7 (14.91) 16.3 (18.36) -3.1 (23.92) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 0, 33 0, 67 -67, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 15.3 (23.03) -7.2 (29.54) 40.0 (14.91) 40.0 (14.91) 18.3 (23.52) -1.6 (32.05) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 100 33, 67 33, 67 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 11.4 (17.97) -11.4 (22.78) 26.7 (14.91) 26.7 (14.91) 13.3 (18.18) -6.7 (25.26) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 0, 33 0, 67 -67, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 13.1 (18.52) -9.1 (22.47) 33.3 (0.00) 33.3 (0.00) 15.8 (18.56) -3.5 (25.46) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 33, 33 33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 14.1 (18.69) -8.1 (22.10) 40.0 (14.91) 40.0 (14.91) 17.5 (20.12) -1.8 (26.79) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 33, 67 33, 67 0, 67 -33, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 15.2 (20.57) -7.1 (21.66) 33.3 (23.57) 33.3 (23.57) 17.5 (21.56) -1.8 (25.64) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 11.1 (18.22) -11.1 (23.71) 33.3 (23.57) 33.3 (23.57) 14.3 (20.27) -4.8 (28.17) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 0, 67 0, 67 -67, 67 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 11.5 (18.72) -9.0 (22.23) 25.0 (16.67) 25.0 (16.67) 13.3 (18.77) -4.4 (24.34) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 16.7, 33.3 16.7, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 0, 33 0, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 11.1 (16.05) -11.1 (18.82) 33.3 (0.00) 33.3 (0.00) 14.3 (16.80) -4.8 (23.51) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 33 33, 33 33, 33 0, 33 -33, 33 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 11.7 (16.31) -8.3 (18.34) 25.0 (16.67) 25.0 (16.67) 13.9 (16.79) -2.8 (21.80) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 16.7, 33.3 16.7, 33.3 0.0, 33.3 -16.7, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 8.3 (14.91) -10.4 (20.07) 33.3 (0.00) 33.3 (0.00) 12.3 (16.52) -3.5 (24.58) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 16.7 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 33 33, 33 33, 33 0, 33 -33, 33 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 8.3 (14.91) -10.4 (20.07) 0.0 (NE) 0.0 (NE) 7.8 (14.57) -9.8 (19.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 8.3 (14.91) -10.4 (23.47) 33.3 (NE) 33.3 (NE) 9.8 (15.66) -7.8 (25.08) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 16.7 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -67, 33 33, 33 33, 33 0, 33 -67, 33 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 8.9 (15.26) -11.1 (16.27) 33.3 (NE) 33.3 (NE) 10.4 (15.96) -8.3 (19.25) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 6.7 (13.80) -13.3 (16.90) 33.3 (NE) 33.3 (NE) 8.3 (14.91) -10.4 (20.07) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 16.7 -33.3, 0.0 

Min, Max 0, 33 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 9.5 (20.37) -11.9 (21.11) 33.3 (NE) 33.3 (NE) 11.1 (20.57) -8.9 (23.46) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 33, 33 33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 7.1 (14.19) -14.3 (21.54) 33.3 (NE) 33.3 (NE) 8.9 (15.26) -11.1 (24.12) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -67, 0 33, 33 33, 33 0, 33 -67, 33 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 5.1 (12.52) -17.9 (22.01) 33.3 (NE) 33.3 (NE) 7.1 (14.19) -14.3 (25.20) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 0 33, 33 33, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 3.3 (10.54) -16.7 (17.57) 33.3 (NE) 33.3 (NE) 6.1 (13.48) -12.1 (22.47) 

Median 0.0 -16.7 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) -16.7 (17.82) 33.3 (NE) 33.3 (NE) 3.7 (11.11) -11.1 (23.57) 

Median 0.0 -16.7 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -14.3 (17.82) 33.3 (NE) 33.3 (NE) 8.3 (15.43) -8.3 (23.57) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 16.7 -33.3, 0.0 

Min, Max 0, 33 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -19.0 (17.82) 33.3 (NE) 33.3 (NE) 4.2 (11.79) -12.5 (24.80) 

Median 0.0 -33.3 33.3 33.3 0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -19.0 (17.82) 33.3 (NE) 33.3 (NE) 4.2 (11.79) -12.5 (24.80) 

Median 0.0 -33.3 33.3 33.3 0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -19.0 (17.82) 33.3 (NE) 33.3 (NE) 4.2 (11.79) -12.5 (24.80) 

Median 0.0 -33.3 33.3 33.3 0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -22.2 (17.21) 33.3 (NE) 33.3 (NE) 4.8 (12.60) -14.3 (26.23) 

Median 0.0 -33.3 33.3 33.3 0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -16.7 (19.25) 33.3 (NE) 33.3 (NE) 6.7 (14.91) -6.7 (27.89) 

Median 0.0 -16.7 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -16.7 (19.25) 33.3 (NE) 33.3 (NE) 6.7 (14.91) -6.7 (27.89) 

Median 0.0 -16.7 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -16.7 (19.25) 33.3 (NE) 33.3 (NE) 6.7 (14.91) -6.7 (27.89) 

Median 0.0 -16.7 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 33, 33 33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2368



Protocol BGB-A317-303 Page 314 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -16.7 (19.25)   0.0 (0.00) -16.7 (19.25) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -22.2 (19.25)   0.0 (0.00) -22.2 (19.25) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -22.2 (19.25)   0.0 (0.00) -22.2 (19.25) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -22.2 (19.25)   0.0 (0.00) -22.2 (19.25) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 118 118 68 68 186 186 

Mean (SD) 27.1 (24.25) 7.3 (24.71) 29.9 (25.85) 9.8 (27.66) 28.1 (24.81) 8.2 (25.78) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 

Min, Max 0, 100 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 12.6 (18.90)  16.8 (23.14)  13.9 (20.38)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 15.2 (21.46) 2.6 (18.51) 15.5 (22.82) -0.4 (16.76) 15.3 (21.83) 1.7 (18.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 13.5 (22.06) -0.2 (19.41) 16.7 (24.57) -1.0 (21.96) 14.4 (22.80) -0.4 (20.13) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 13.7 (21.83) 0.3 (23.20) 10.6 (20.04) -6.1 (19.39) 13.0 (21.38) -1.3 (22.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -67, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 12.6 (20.25) -1.4 (21.60) 11.1 (25.20) -7.4 (16.16) 12.2 (21.40) -2.7 (20.59) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -33, 33 0, 100 -67, 100 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 12.8 (19.77) 0.0 (19.96) 13.1 (26.27) -5.1 (18.86) 12.9 (21.38) -1.2 (19.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 11.3 (19.28) -0.7 (21.30) 14.3 (30.86) -4.8 (15.94) 11.9 (21.72) -1.4 (20.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 12.0 (18.97) 0.0 (20.72) 20.4 (28.33) 0.0 (30.25) 13.4 (20.91) 0.0 (22.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -100, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2379



Protocol BGB-A317-303 Page 325 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 10.4 (18.06) -1.3 (20.84) 25.5 (32.34) 3.9 (23.22) 13.1 (21.81) -0.3 (21.24) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 33 0, 100 -33, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 10.6 (17.61) -1.0 (20.59) 24.4 (34.43) 0.0 (30.86) 13.1 (21.96) -0.8 (22.54) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 10.3 (17.52) -1.5 (20.31) 28.9 (39.57) 4.4 (30.52) 13.7 (23.88) -0.4 (22.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 10.8 (16.83) -1.1 (20.88) 28.6 (34.24) 2.4 (33.24) 14.0 (21.95) -0.4 (23.41) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 11.9 (19.52) 0.6 (19.58) 33.3 (44.10) 11.1 (33.33) 14.9 (25.02) 2.1 (21.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 10.1 (18.98) -1.2 (19.03) 22.2 (37.27) 0.0 (33.33) 11.8 (22.38) -1.0 (21.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 10.7 (19.36) -1.3 (19.57) 25.9 (40.06) 3.7 (38.89) 12.9 (23.65) -0.5 (22.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 8.7 (18.82) -3.3 (20.48) 33.3 (47.14) 8.3 (49.60) 12.1 (25.51) -1.7 (26.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 83.3 -33.3, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 10.7 (22.78) -1.3 (21.25) 25.0 (38.83) 0.0 (35.63) 12.6 (25.61) -1.1 (23.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 50.0 -33.3, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 10.7 (21.76) -1.3 (21.25) 25.0 (38.83) 0.0 (30.86) 12.6 (24.84) -1.1 (22.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 50.0 -16.7, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 8.3 (17.53) -3.5 (19.74) 29.2 (41.55) 4.2 (41.55) 11.3 (23.16) -2.4 (23.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 8.0 (14.38) -2.9 (18.36) 16.7 (25.20) -8.3 (23.57) 9.3 (16.40) -3.7 (19.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 4.4 (11.46) -6.7 (18.26) 16.7 (30.86) -8.3 (23.57) 6.3 (16.09) -6.9 (18.90) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 6.8 (13.60) -4.5 (18.46) 6.7 (14.91) -13.3 (18.26) 6.8 (13.57) -5.4 (18.44) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2386



Protocol BGB-A317-303 Page 332 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 4.4 (11.42) -7.0 (22.14) 6.7 (14.91) -13.3 (18.26) 4.7 (11.69) -7.8 (21.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 0 0, 33 -67, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 9.0 (18.67) -2.7 (22.74) 0.0 (0.00) -20.0 (18.26) 7.9 (17.74) -4.8 (22.78) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 0 -33, 0 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 6.7 (17.71) -5.7 (22.12) 20.0 (29.81) 0.0 (23.57) 8.3 (19.61) -5.0 (22.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 33 0, 67 -67, 67 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 5.1 (14.72) -8.1 (18.69) 6.7 (14.91) -13.3 (18.26) 5.3 (14.55) -8.8 (18.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 0 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 8.1 (16.73) -5.1 (20.62) 13.3 (29.81) -6.7 (27.89) 8.8 (18.48) -5.3 (21.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 8.1 (16.73) -5.1 (18.86) 13.3 (29.81) -6.7 (27.89) 8.8 (18.48) -5.3 (19.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 7.8 (18.94) -4.4 (16.91) 26.7 (43.46) 6.7 (36.51) 10.5 (23.94) -2.9 (20.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 6.4 (21.12) -1.3 (27.46) 0.0 (0.00) -16.7 (19.25) 5.6 (19.74) -3.3 (26.77) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 0 -33, 0 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 4.2 (11.26) -4.2 (20.41) 0.0 (0.00) -16.7 (19.25) 3.6 (10.50) -6.0 (20.39) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 3.3 (10.26) -6.7 (20.52) 0.0 (0.00) -16.7 (19.25) 2.8 (9.41) -8.3 (20.26) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 2.1 (8.33) -10.4 (20.07) 0.0 (0.00) -11.1 (19.25) 1.8 (7.65) -10.5 (19.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 0 0, 0 -33, 0 0, 33 -67, 0 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 4.2 (11.39) -8.3 (19.25) 0.0 (NE) 0.0 (NE) 3.9 (11.07) -7.8 (18.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 4.2 (11.39) -8.3 (22.77) 0.0 (NE) 0.0 (NE) 3.9 (11.07) -7.8 (22.14) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 2.2 (8.61) -11.1 (20.57) 0.0 (NE) 0.0 (NE) 2.1 (8.33) -10.4 (20.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 2.2 (8.61) -11.1 (20.57) 0.0 (NE) 0.0 (NE) 2.1 (8.33) -10.4 (20.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 2.4 (8.91) -11.9 (21.11) 0.0 (NE) 0.0 (NE) 2.2 (8.61) -11.1 (20.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 2.4 (8.91) -11.9 (21.11) 0.0 (NE) 0.0 (NE) 2.2 (8.61) -11.1 (20.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 2.6 (9.25) -12.8 (21.68) 0.0 (NE) 0.0 (NE) 2.4 (8.91) -11.9 (21.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 3.3 (10.54) -16.7 (23.57) 0.0 (NE) 0.0 (NE) 3.0 (10.05) -15.2 (22.92) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 4.2 (11.79) -12.5 (24.80) 0.0 (NE) 0.0 (NE) 3.7 (11.11) -11.1 (23.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -14.3 (26.23) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -12.5 (24.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -14.3 (26.23) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -12.5 (24.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -14.3 (26.23) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -12.5 (24.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -14.3 (26.23) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -12.5 (24.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 4.8 (12.60) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2405



Protocol BGB-A317-303 Page 351 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 19.6 (26.54) 8.4 (25.75) 19.6 (27.16) 2.5 (26.59) 19.6 (26.70) 6.2 (26.15) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 33.3 

Min, Max 0, 100 -33, 100 0, 100 -33, 67 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 12.7 (22.02)  10.0 (17.46)  11.9 (20.71)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 67  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 15.2 (23.25) 3.4 (18.53) 8.7 (16.46) -0.8 (17.14) 13.3 (21.61) 2.2 (18.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 13.7 (23.21) 2.3 (21.02) 11.0 (19.43) 1.4 (20.80) 12.9 (22.19) 2.0 (20.92) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 67 0, 100 -33, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 9.4 (19.07) -1.0 (20.65) 4.5 (13.62) -4.5 (17.00) 8.2 (17.95) -1.9 (19.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -67, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 8.7 (17.04) -1.4 (19.35) 4.6 (11.69) -3.7 (15.49) 7.8 (16.04) -1.9 (18.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 7.8 (16.87) -1.6 (19.63) 6.1 (13.06) -3.0 (15.28) 7.4 (16.03) -1.9 (18.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 7.8 (15.78) -1.8 (19.16) 7.9 (23.34) -1.6 (26.82) 7.8 (17.29) -1.7 (20.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 9.7 (16.82) -0.4 (22.19) 13.0 (25.92) 3.7 (25.28) 10.3 (18.55) 0.3 (22.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2411



Protocol BGB-A317-303 Page 357 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 8.8 (18.18) -0.4 (19.48) 13.7 (29.01) 5.9 (21.20) 9.6 (20.39) 0.7 (19.83) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 6.8 (15.74) -1.9 (18.86) 11.1 (27.22) 2.2 (19.79) 7.5 (18.18) -1.2 (18.97) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 5.4 (12.37) -3.4 (17.41) 13.3 (27.60) 4.4 (21.33) 6.8 (16.26) -2.0 (18.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 7.0 (13.68) -1.6 (19.49) 16.7 (33.97) 7.1 (26.73) 8.8 (19.14) 0.0 (21.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 6.5 (14.80) -1.2 (19.03) 14.8 (33.79) 11.1 (23.57) 7.7 (18.42) 0.5 (19.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 0, 67 0, 100 -67, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 4.2 (12.81) -3.6 (17.61) 14.8 (33.79) 11.1 (23.57) 5.6 (17.25) -1.5 (19.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 0, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 6.9 (15.13) -1.3 (18.45) 14.8 (33.79) 11.1 (23.57) 8.1 (18.78) 0.5 (19.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 0, 67 0, 100 -67, 67 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 4.7 (13.49) -2.7 (17.61) 12.5 (24.80) 8.3 (23.57) 5.7 (15.47) -1.1 (18.70) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 0, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 2.7 (9.13) -4.7 (17.83) 20.8 (39.59) 16.7 (30.86) 5.2 (17.44) -1.7 (21.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 0, 67 0, 100 -67, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 4.7 (11.68) -2.7 (16.27) 16.7 (35.63) 12.5 (24.80) 6.3 (17.05) -0.6 (18.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 0, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 4.9 (13.73) -2.8 (19.25) 25.0 (46.29) 20.8 (39.59) 7.7 (22.01) 0.6 (24.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 50.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 0, 100 0, 100 -67, 100 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 3.6 (10.49) -3.6 (17.54) 8.3 (23.57) 4.2 (27.82) 4.3 (13.03) -2.5 (19.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 3.7 (10.59) -3.0 (17.15) 12.5 (35.36) 8.3 (23.57) 5.0 (16.53) -1.3 (18.45) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 0, 67 0, 100 -67, 67 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 4.5 (13.62) -2.3 (19.55) 6.7 (14.91) 0.0 (0.00) 4.8 (13.61) -2.0 (18.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 33 0, 0 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 4.4 (11.42) -2.6 (19.58) 0.0 (0.00) -6.7 (14.91) 3.9 (10.81) -3.1 (18.99) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 2.7 (12.12) -3.6 (20.46) 0.0 (0.00) -6.7 (14.91) 2.4 (11.39) -4.0 (19.76) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 0 -33, 0 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 1.9 (7.85) -4.8 (18.33) 13.3 (29.81) 6.7 (14.91) 3.3 (12.63) -3.3 (18.18) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 3.0 (9.73) -4.0 (20.00) 0.0 (0.00) -6.7 (14.91) 2.6 (9.11) -4.4 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 4.0 (13.84) -3.0 (22.61) 26.7 (27.89) 20.0 (18.26) 7.0 (17.60) 0.0 (23.25) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 0, 33 0, 67 -67, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 2.0 (8.08) -5.1 (18.86) 6.7 (14.91) 0.0 (0.00) 2.6 (9.11) -4.4 (17.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 3.3 (10.17) -4.4 (20.96) 13.3 (29.81) 6.7 (14.91) 4.8 (14.33) -2.9 (20.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 3.8 (14.38) -5.1 (24.39) 8.3 (16.67) 8.3 (16.67) 4.4 (14.47) -3.3 (23.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 0, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 4.2 (11.26) -5.6 (21.23) 8.3 (16.67) 8.3 (16.67) 4.8 (11.88) -3.6 (20.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 33 0, 33 -67, 33 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 3.3 (10.26) -8.3 (23.88) 0.0 (0.00) 0.0 (0.00) 2.8 (9.41) -6.9 (21.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 2.1 (8.33) -8.3 (22.77) 0.0 (0.00) 0.0 (0.00) 1.8 (7.65) -7.0 (21.02) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 4.2 (11.39) -6.3 (25.00) 0.0 (NE) 0.0 (NE) 3.9 (11.07) -5.9 (24.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 2.1 (8.33) -8.3 (22.77) 0.0 (NE) 0.0 (NE) 2.0 (8.08) -7.8 (22.14) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 0.0 (0.00) -11.1 (20.57) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -10.4 (20.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 0.0 (0.00) -11.1 (20.57) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -10.4 (20.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 2.4 (8.91) -4.8 (17.82) 0.0 (NE) 0.0 (NE) 2.2 (8.61) -4.4 (17.21) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 4.8 (12.10) -2.4 (15.82) 0.0 (NE) 0.0 (NE) 4.4 (11.73) -2.2 (15.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 5.1 (12.52) -2.6 (16.45) 0.0 (NE) 0.0 (NE) 4.8 (12.10) -2.4 (15.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 3.3 (10.54) -6.7 (14.05) 0.0 (NE) 0.0 (NE) 3.0 (10.05) -6.1 (13.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 4.2 (11.79) -8.3 (15.43) 0.0 (NE) 0.0 (NE) 3.7 (11.11) -7.4 (14.70) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 9.5 (16.27) -4.8 (23.00) 0.0 (NE) 0.0 (NE) 8.3 (15.43) -4.2 (21.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -9.5 (16.27) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -8.3 (15.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -9.5 (16.27) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -8.3 (15.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -9.5 (16.27) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -8.3 (15.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 4.8 (12.60) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2436



Protocol BGB-A317-303 Page 382 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 18.8 (26.27) 6.7 (25.52) 18.1 (24.73) 8.8 (22.76) 18.5 (25.65) 7.5 (24.51) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 

Min, Max 0, 100 -100, 67 0, 100 -33, 67 0, 100 -100, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 11.2 (20.93)  8.9 (16.33)  10.5 (19.61)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 0.0  0.0, 33.3  

Min, Max 0, 100  0, 67  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 12.0 (20.98) 1.4 (17.86) 7.9 (16.86) -1.2 (15.90) 10.8 (19.89) 0.6 (17.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 12.2 (22.69) 1.1 (22.00) 9.5 (18.94) 1.4 (19.19) 11.4 (21.68) 1.2 (21.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 9.9 (18.81) -1.0 (21.85) 6.1 (13.01) 0.0 (16.07) 9.0 (17.58) -0.8 (20.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 33 -33, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 9.3 (17.81) -1.9 (20.24) 5.6 (14.91) 0.0 (15.94) 8.4 (17.21) -1.5 (19.31) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 6.5 (15.49) -4.0 (19.27) 3.0 (9.73) -3.0 (15.28) 5.7 (14.38) -3.8 (18.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 7.1 (13.72) -3.5 (16.55) 7.9 (23.34) 3.2 (27.70) 7.2 (15.79) -2.3 (19.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 6.0 (13.82) -4.9 (17.08) 5.6 (12.78) 0.0 (19.80) 5.9 (13.59) -4.0 (17.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 7.1 (17.34) -3.8 (18.37) 3.9 (11.07) -2.0 (18.52) 6.5 (16.41) -3.4 (18.31) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -33, 33 0, 100 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 6.3 (14.32) -3.4 (18.21) 8.9 (26.63) 2.2 (32.04) 6.7 (16.99) -2.4 (21.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 6.4 (13.21) -3.4 (16.43) 6.7 (13.80) 0.0 (17.82) 6.4 (13.23) -2.8 (16.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 5.4 (13.76) -3.2 (16.76) 7.1 (19.30) 0.0 (22.65) 5.7 (14.80) -2.6 (17.86) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 7.1 (13.80) -0.6 (14.90) 3.7 (11.11) -7.4 (14.70) 6.7 (13.44) -1.5 (14.94) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 6.0 (12.88) -1.8 (14.80) 3.7 (11.11) -7.4 (14.70) 5.6 (12.60) -2.6 (14.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 5.7 (14.23) -2.5 (14.40) 3.7 (11.11) -7.4 (14.70) 5.4 (13.76) -3.2 (14.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 -33, 0 0, 67 -33, 33 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 6.0 (14.58) -1.3 (16.44) 4.2 (11.79) -8.3 (15.43) 5.7 (14.15) -2.3 (16.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 -33, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 4.7 (13.49) -2.7 (16.27) 4.2 (11.79) -8.3 (15.43) 4.6 (13.17) -3.4 (16.15) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 -33, 0 0, 67 -33, 33 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 3.3 (10.10) -4.0 (14.51) 8.3 (15.43) -4.2 (21.36) 4.0 (10.95) -4.0 (15.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 4.2 (11.14) -2.8 (16.61) 8.3 (15.43) -4.2 (21.36) 4.8 (11.77) -3.0 (17.15) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 2.2 (8.32) -4.3 (13.35) 4.2 (11.79) -8.3 (15.43) 2.5 (8.81) -4.9 (13.59) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 1.5 (6.95) -5.2 (14.13) 4.2 (11.79) -8.3 (15.43) 1.9 (7.78) -5.7 (14.23) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 3.0 (12.07) -3.8 (17.92) 0.0 (0.00) -6.7 (14.91) 2.7 (11.46) -4.1 (17.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 -33, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 3.5 (12.94) -3.5 (16.96) 6.7 (14.91) 0.0 (0.00) 3.9 (13.03) -3.1 (15.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 0 0, 67 -33, 67 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 2.7 (12.12) -4.5 (21.03) 6.7 (14.91) 0.0 (0.00) 3.2 (12.34) -4.0 (19.76) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 0, 0 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 0.0 (0.00) -7.6 (16.34) 20.0 (29.81) 13.3 (29.81) 2.5 (11.66) -5.0 (19.32) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 67 0, 67 0, 67 -67, 67 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 0.0 (0.00) -8.1 (16.73) 6.7 (14.91) 0.0 (0.00) 0.9 (5.41) -7.0 (15.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 33 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 0.0 (0.00) -8.1 (16.73) 13.3 (18.26) 6.7 (14.91) 1.8 (7.54) -6.1 (17.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 33 0, 33 0, 33 -67, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 0.0 (0.00) -8.1 (16.73) 13.3 (18.26) 6.7 (14.91) 1.8 (7.54) -6.1 (17.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 33 0, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 3.3 (13.42) -3.3 (13.42) 6.7 (14.91) 0.0 (0.00) 3.8 (13.46) -2.9 (12.45) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 0, 0 0, 67 -33, 33 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 1.3 (6.54) -3.8 (14.38) 8.3 (16.67) 0.0 (0.00) 2.2 (8.46) -3.3 (13.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 1.4 (6.80) -4.2 (14.95) 16.7 (19.25) 8.3 (16.67) 3.6 (10.50) -2.4 (15.53) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 1.7 (7.45) -5.0 (12.21) 0.0 (0.00) -8.3 (16.67) 1.4 (6.80) -5.6 (12.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 0.0 (0.00) -6.3 (13.44) 11.1 (19.25) 0.0 (0.00) 1.8 (7.65) -5.3 (12.49) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 0 0, 33 -33, 0 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 0.0 (0.00) -6.3 (13.44) 33.3 (NE) 0.0 (NE) 2.0 (8.08) -5.9 (13.10) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 33, 33 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 0.0 (0.00) -6.3 (13.44) 33.3 (NE) 0.0 (NE) 2.0 (8.08) -5.9 (13.10) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 33, 33 0, 0 0, 33 -33, 0 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 0.0 (0.00) -6.7 (13.80) 33.3 (NE) 0.0 (NE) 2.1 (8.33) -6.3 (13.44) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 33, 33 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 0.0 (0.00) -6.7 (13.80) 33.3 (NE) 0.0 (NE) 2.1 (8.33) -6.3 (13.44) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 33, 33 0, 0 0, 33 -33, 0 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 0.0 (0.00) -4.8 (12.10) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -6.7 (13.80) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 0.0 (0.00) -4.8 (12.10) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -6.7 (13.80) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 2.6 (9.25) -2.6 (16.45) 33.3 (NE) 0.0 (NE) 4.8 (12.10) -2.4 (15.82) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 33, 33 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 0.0 (0.00) -6.7 (14.05) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -9.1 (15.57) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) -4.2 (11.79) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -7.4 (14.70) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -8.3 (15.43) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -8.3 (15.43) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2461



Protocol BGB-A317-303 Page 407 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -8.3 (15.43) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -8.3 (15.43) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -9.5 (16.27) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -13.3 (18.26) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -13.3 (18.26) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -13.3 (18.26) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 13.7 (23.93) 3.1 (22.55) 12.3 (24.37) 3.4 (23.84) 13.2 (24.04) 3.2 (22.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 2.4 (8.57)  4.1 (12.04)  2.9 (9.80)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 33  0, 67  0, 67  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 1.4 (6.63) -0.9 (7.89) 4.0 (13.10) -0.4 (10.97) 2.2 (9.13) -0.7 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 -33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 1.9 (8.54) -0.2 (9.11) 3.3 (11.56) -1.4 (13.23) 2.3 (9.50) -0.5 (10.44) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -33, 67 0, 67 -33, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 3.3 (10.00) 1.0 (11.65) 2.3 (8.50) -1.5 (10.05) 3.0 (9.63) 0.4 (11.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 3.6 (10.33) 1.4 (11.66) 1.9 (7.74) -0.9 (12.56) 3.2 (9.80) 0.8 (11.87) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 1.9 (7.70) -0.6 (10.22) 4.0 (11.05) 1.0 (13.14) 2.4 (8.62) -0.2 (10.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 1.1 (5.89) -1.8 (10.22) 3.2 (10.03) -1.6 (12.81) 1.4 (6.83) -1.7 (10.67) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 2.2 (8.41) -0.4 (11.78) 0.0 (0.00) -3.7 (10.78) 1.9 (7.70) -0.9 (11.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 2.5 (8.84) 0.4 (11.24) 2.0 (8.08) 0.0 (0.00) 2.4 (8.67) 0.3 (10.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 0 0, 33 -33, 33 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 3.4 (10.14) 1.4 (12.04) 0.0 (0.00) 0.0 (0.00) 2.8 (9.27) 1.2 (10.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2476



Protocol BGB-A317-303 Page 422 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 2.5 (10.49) 0.5 (12.21) 0.0 (0.00) 0.0 (0.00) 2.0 (9.53) 0.4 (11.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 0.5 (4.23) -1.1 (8.47) 2.4 (8.91) 2.4 (8.91) 0.9 (5.37) -0.4 (8.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 3.0 (9.59) 1.2 (12.66) 0.0 (0.00) 0.0 (0.00) 2.6 (8.95) 1.0 (11.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 0.6 (4.45) -1.2 (8.91) 0.0 (0.00) 0.0 (0.00) 0.5 (4.13) -1.0 (8.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 1.9 (7.78) 0.0 (9.25) 0.0 (0.00) 0.0 (0.00) 1.6 (7.21) 0.0 (8.54) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 0.0 (0.00) -2.0 (8.00) 4.2 (11.79) 4.2 (11.79) 0.6 (4.38) -1.1 (8.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 2.7 (9.13) 0.7 (12.58) 4.2 (11.79) 4.2 (11.79) 2.9 (9.44) 1.1 (12.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 2.0 (8.00) 0.0 (11.66) 0.0 (0.00) 0.0 (0.00) 1.7 (7.45) 0.0 (10.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 2.1 (10.67) 0.0 (13.75) 0.0 (0.00) 0.0 (0.00) 1.8 (9.89) 0.0 (12.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 0.7 (4.91) -1.4 (9.83) 0.0 (0.00) 0.0 (0.00) 0.6 (4.54) -1.2 (9.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 1.5 (6.95) -0.7 (11.21) 0.0 (0.00) 0.0 (0.00) 1.3 (6.41) -0.6 (10.32) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 3.0 (9.69) 0.8 (13.43) 0.0 (0.00) 0.0 (0.00) 2.7 (9.22) 0.7 (12.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 0.9 (5.41) -1.8 (10.81) 0.0 (0.00) 0.0 (0.00) 0.8 (5.08) -1.6 (10.17) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 1.8 (7.64) -0.9 (12.39) 0.0 (0.00) 0.0 (0.00) 1.6 (7.18) -0.8 (11.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 0.0 (0.00) -2.9 (9.47) 13.3 (18.26) 13.3 (18.26) 1.7 (7.36) -0.8 (11.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 1.0 (5.80) -2.0 (11.61) 6.7 (14.91) 6.7 (14.91) 1.8 (7.54) -0.9 (12.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 0.0 (0.00) -3.0 (9.73) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.6 (9.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 0.0 (0.00) -3.0 (9.73) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.6 (9.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 1.1 (6.09) -1.1 (10.66) 13.3 (18.26) 13.3 (18.26) 2.9 (9.47) 1.0 (12.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 1.3 (6.54) 0.0 (9.43) 0.0 (0.00) 0.0 (0.00) 1.1 (6.09) 0.0 (8.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2486



Protocol BGB-A317-303 Page 432 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 1.4 (6.80) 0.0 (9.83) 8.3 (16.67) 8.3 (16.67) 2.4 (8.74) 1.2 (11.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 0.0 (0.00) -1.7 (7.45) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -1.4 (6.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 2.2 (8.61) 2.2 (8.61) 0.0 (NE) 0.0 (NE) 2.1 (8.33) 2.1 (8.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) 4.8 (12.60) 0.0 (NE) 0.0 (NE) 4.2 (11.79) 4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 33.3 (NE) 33.3 (NE) 4.8 (12.60) 4.8 (12.60) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 33, 33 33, 33 0, 33 0, 33 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 3.6 (11.31) 1.1 (11.43) 5.4 (16.90) 1.5 (17.69) 4.3 (13.59) 1.2 (13.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 30.5 (28.52)  35.1 (30.95)  31.9 (29.33)  

Median 33.3  33.3  33.3  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 29.6 (30.42) -0.5 (23.07) 32.9 (32.52) -2.4 (23.02) 30.6 (31.04) -1.1 (23.03) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 50.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -67, 67 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 29.0 (30.32) -1.3 (23.80) 32.9 (30.82) 0.0 (27.80) 30.1 (30.45) -1.0 (24.96) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 100 0, 100 -67, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 26.2 (28.94) -4.8 (20.72) 28.8 (31.00) -3.8 (22.98) 26.9 (29.40) -4.6 (21.25) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -16.7, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 28.1 (30.31) -3.3 (17.88) 29.6 (31.65) -2.8 (24.40) 28.5 (30.52) -3.2 (19.47) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -16.7, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 33 0, 100 -67, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 26.2 (29.68) -3.7 (20.64) 31.3 (29.98) -3.0 (21.02) 27.4 (29.73) -3.6 (20.66) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 24.5 (29.40) -5.3 (20.91) 31.7 (26.82) -3.2 (23.34) 25.8 (28.97) -4.9 (21.29) 

Median 16.7 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 33 0, 100 -67, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 24.7 (29.10) -5.2 (20.66) 37.0 (32.11) 0.0 (22.87) 26.8 (29.83) -4.4 (21.02) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 25.4 (31.93) -5.0 (20.61) 43.1 (32.84) 5.9 (29.43) 28.5 (32.63) -3.1 (22.61) 

Median 0.0 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 33.3, 66.7 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 26.1 (30.18) -3.9 (20.24) 37.8 (33.01) 0.0 (28.17) 28.2 (30.83) -3.2 (21.72) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 25.0 (29.58) -5.4 (21.25) 31.1 (34.43) -6.7 (28.73) 26.1 (30.38) -5.6 (22.58) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 25.8 (30.43) -4.3 (21.33) 38.1 (34.24) -2.4 (30.56) 28.1 (31.29) -3.9 (23.07) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2509



Protocol BGB-A317-303 Page 455 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 25.6 (31.13) -3.6 (25.17) 29.6 (26.06) -7.4 (14.70) 26.2 (30.33) -4.1 (23.94) 

Median 16.7 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 0 0, 100 -67, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 25.0 (31.30) -4.2 (21.14) 25.9 (27.78) -11.1 (16.67) 25.1 (30.64) -5.1 (20.61) 

Median 16.7 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 0 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 27.0 (32.06) -1.9 (24.82) 33.3 (28.87) -3.7 (30.93) 28.0 (31.47) -2.2 (25.52) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 67 0, 100 -67, 67 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 25.3 (31.99) -3.3 (23.57) 25.0 (29.55) -12.5 (17.25) 25.3 (31.41) -4.6 (22.90) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 50.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 0 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 23.3 (30.30) -5.3 (21.68) 25.0 (29.55) -12.5 (17.25) 23.6 (29.95) -6.3 (21.13) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 0 0, 100 -67, 33 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 22.0 (29.05) -6.7 (21.30) 29.2 (37.53) -8.3 (15.43) 23.0 (30.08) -6.9 (20.48) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 -16.7, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 0 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 21.5 (29.57) -6.9 (23.78) 25.0 (29.55) -12.5 (17.25) 22.0 (29.32) -7.7 (22.91) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 0 0, 100 -67, 33 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 21.0 (29.28) -8.0 (23.50) 25.0 (29.55) -12.5 (17.25) 21.6 (29.07) -8.6 (22.60) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 0 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 23.7 (30.67) -4.4 (24.20) 25.0 (29.55) -12.5 (17.25) 23.9 (30.23) -5.7 (23.33) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 0 0, 100 -33, 67 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 20.5 (29.83) -8.3 (21.72) 20.0 (29.81) -6.7 (14.91) 20.4 (29.51) -8.2 (21.01) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 0 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 22.8 (32.05) -5.3 (19.80) 20.0 (29.81) -6.7 (14.91) 22.5 (31.47) -5.4 (19.15) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 22.5 (30.48) -6.3 (24.64) 20.0 (29.81) -6.7 (14.91) 22.2 (30.06) -6.3 (23.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 33 0, 67 -33, 0 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 21.9 (32.28) -7.6 (18.23) 20.0 (29.81) -6.7 (14.91) 21.7 (31.62) -7.5 (17.68) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 24.2 (32.57) -7.1 (20.00) 20.0 (29.81) -6.7 (14.91) 23.7 (31.87) -7.0 (19.23) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 24.2 (32.57) -7.1 (28.57) 13.3 (18.26) -13.3 (29.81) 22.8 (31.10) -7.9 (28.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -100, 67 0, 33 -67, 0 0, 100 -100, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 19.2 (32.31) -12.1 (26.11) 20.0 (29.81) -6.7 (14.91) 19.3 (31.61) -11.4 (24.84) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -100, 33 0, 67 -33, 0 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 27.8 (34.00) -6.7 (23.81) 20.0 (29.81) -6.7 (14.91) 26.7 (33.14) -6.7 (22.58) 

Median 16.7 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 0 0, 100 -33, 67 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 28.2 (37.35) -6.4 (18.90) 25.0 (31.91) -8.3 (16.67) 27.8 (36.18) -6.7 (18.36) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 -16.7, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-fa.rtf 

2518



Protocol BGB-A317-303 Page 464 of 480 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 26.4 (35.41) -11.1 (27.22) 41.7 (31.91) 8.3 (41.94) 28.6 (34.80) -8.3 (29.57) 

Median 0.0 0.0 50.0 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 16.7, 66.7 -16.7, 33.3 0.0, 50.0 -33.3, 0.0 

Min, Max 0, 100 -100, 33 0, 67 -33, 67 0, 100 -100, 67 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 30.0 (34.03) -10.0 (19.04) 25.0 (31.91) -8.3 (16.67) 29.2 (33.06) -9.7 (18.33) 

Median 33.3 0.0 16.7 0.0 33.3 0.0 

Q1, Q3 0.0, 50.0 -33.3, 0.0 0.0, 50.0 -16.7, 0.0 0.0, 50.0 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 29.2 (31.91) -10.4 (20.07) 33.3 (33.33) -11.1 (19.25) 29.8 (31.22) -10.5 (19.41) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 50.0 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 29.2 (31.91) -10.4 (20.07) 66.7 (NE) -33.3 (NE) 31.4 (32.21) -11.8 (20.21) 

Median 33.3 0.0 66.7 -33.3 33.3 0.0 

Q1, Q3 0.0, 50.0 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 33 67, 67 -33, -33 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 29.2 (31.91) -10.4 (20.07) 66.7 (NE) -33.3 (NE) 31.4 (32.21) -11.8 (20.21) 

Median 33.3 0.0 66.7 -33.3 33.3 0.0 

Q1, Q3 0.0, 50.0 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 33 67, 67 -33, -33 0, 100 -33, 33 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 28.9 (33.01) -11.1 (20.57) 66.7 (NE) -33.3 (NE) 31.3 (33.26) -12.5 (20.64) 

Median 33.3 0.0 66.7 -33.3 33.3 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 33 67, 67 -33, -33 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 22.2 (32.53) -17.8 (33.01) 66.7 (NE) -33.3 (NE) 25.0 (33.33) -18.8 (32.13) 

Median 0.0 0.0 66.7 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 50.0 -33.3, 0.0 

Min, Max 0, 100 -100, 33 67, 67 -33, -33 0, 100 -100, 33 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 28.6 (34.24) -9.5 (20.37) 66.7 (NE) -33.3 (NE) 31.1 (34.43) -11.1 (20.57) 

Median 16.7 0.0 66.7 -33.3 33.3 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 33 67, 67 -33, -33 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 31.0 (35.72) -7.1 (26.73) 66.7 (NE) -33.3 (NE) 33.3 (35.63) -8.9 (26.63) 

Median 16.7 0.0 66.7 -33.3 33.3 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 67 67, 67 -33, -33 0, 100 -33, 67 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 25.6 (33.76) -7.7 (19.97) 66.7 (NE) -33.3 (NE) 28.6 (34.24) -9.5 (20.37) 

Median 0.0 0.0 66.7 -33.3 16.7 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 33 67, 67 -33, -33 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 23.3 (35.31) -10.0 (16.10) 66.7 (NE) -33.3 (NE) 27.3 (35.96) -12.1 (16.82) 

Median 0.0 0.0 66.7 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 67, 67 -33, -33 0, 100 -33, 0 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 29.2 (37.53) -8.3 (15.43) 66.7 (NE) -33.3 (NE) 33.3 (37.27) -11.1 (16.67) 

Median 16.7 0.0 66.7 -33.3 33.3 0.0 

Q1, Q3 0.0, 50.0 -16.7, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 67, 67 -33, -33 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 28.6 (40.50) -9.5 (16.27) 66.7 (NE) -33.3 (NE) 33.3 (39.84) -12.5 (17.25) 

Median 0.0 0.0 66.7 -33.3 16.7 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 67, 67 -33, -33 0, 100 -33, 0 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 28.6 (40.50) -9.5 (16.27) 66.7 (NE) -33.3 (NE) 33.3 (39.84) -12.5 (17.25) 

Median 0.0 0.0 66.7 -33.3 16.7 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 67, 67 -33, -33 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 28.6 (40.50) -9.5 (16.27) 66.7 (NE) -33.3 (NE) 33.3 (39.84) -12.5 (17.25) 

Median 0.0 0.0 66.7 -33.3 16.7 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 67, 67 -33, -33 0, 100 -33, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 28.6 (40.50) -9.5 (16.27) 66.7 (NE) -33.3 (NE) 33.3 (39.84) -12.5 (17.25) 

Median 0.0 0.0 66.7 -33.3 16.7 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 67, 67 -33, -33 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 33.3 (42.16) -5.6 (13.61) 66.7 (NE) -33.3 (NE) 38.1 (40.50) -9.5 (16.27) 

Median 16.7 0.0 66.7 -33.3 33.3 0.0 

Q1, Q3 0.0, 66.7 0.0, 0.0 66.7, 66.7 -33.3, -33.3 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 67, 67 -33, -33 0, 100 -33, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 50.0 (43.03) 0.0 (0.00) 66.7 (NE) -33.3 (NE) 53.3 (38.01) -6.7 (14.91) 

Median 50.0 0.0 66.7 -33.3 66.7 0.0 

Q1, Q3 16.7, 83.3 0.0, 0.0 66.7, 66.7 -33.3, -33.3 33.3, 66.7 0.0, 0.0 

Min, Max 0, 100 0, 0 67, 67 -33, -33 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 50.0 (43.03) 0.0 (0.00) 66.7 (NE) -33.3 (NE) 53.3 (38.01) -6.7 (14.91) 

Median 50.0 0.0 66.7 -33.3 66.7 0.0 

Q1, Q3 16.7, 83.3 0.0, 0.0 66.7, 66.7 -33.3, -33.3 33.3, 66.7 0.0, 0.0 

Min, Max 0, 100 0, 0 67, 67 -33, -33 0, 100 -33, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 50.0 (43.03) 0.0 (0.00) 66.7 (NE) -33.3 (NE) 53.3 (38.01) -6.7 (14.91) 

Median 50.0 0.0 66.7 -33.3 66.7 0.0 

Q1, Q3 16.7, 83.3 0.0, 0.0 66.7, 66.7 -33.3, -33.3 33.3, 66.7 0.0, 0.0 

Min, Max 0, 100 0, 0 67, 67 -33, -33 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 50.0 (43.03) 0.0 (0.00)   50.0 (43.03) 0.0 (0.00) 

Median 50.0 0.0   50.0 0.0 

Q1, Q3 16.7, 83.3 0.0, 0.0   16.7, 83.3 0.0, 0.0 

Min, Max 0, 100 0, 0   0, 100 0, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 44.4 (50.92) 0.0 (0.00)   44.4 (50.92) 0.0 (0.00) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 0.0, 100.0 0.0, 0.0   0.0, 100.0 0.0, 0.0 

Min, Max 0, 100 0, 0   0, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 44.4 (50.92) 0.0 (0.00)   44.4 (50.92) 0.0 (0.00) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 0.0, 100.0 0.0, 0.0   0.0, 100.0 0.0, 0.0 

Min, Max 0, 100 0, 0   0, 100 0, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 44.4 (50.92) 0.0 (0.00)   44.4 (50.92) 0.0 (0.00) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 0.0, 100.0 0.0, 0.0   0.0, 100.0 0.0, 0.0 

Min, Max 0, 100 0, 0   0, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 66.7 (47.14) 0.0 (0.00)   66.7 (47.14) 0.0 (0.00) 

Median 66.7 0.0   66.7 0.0 

Q1, Q3 33.3, 100.0 0.0, 0.0   33.3, 100.0 0.0, 0.0 

Min, Max 33, 100 0, 0   33, 100 0, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 66.7 (47.14) 0.0 (0.00)   66.7 (47.14) 0.0 (0.00) 

Median 66.7 0.0   66.7 0.0 

Q1, Q3 33.3, 100.0 0.0, 0.0   33.3, 100.0 0.0, 0.0 

Min, Max 33, 100 0, 0   33, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 31.4 (29.21) 0.8 (23.95) 41.2 (32.64) 4.4 (29.87) 34.9 (30.78) 2.1 (26.24) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 33.3, 66.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Social Functioning 

212 195 175 131 122 107 94 89 80 69 68 62

No. of Patients

97 84 70 44 36 33 21 18 17 15 15 14

Baseline Cycle 2 Cycle 3 Cycle 4 Cycle 5 Cycle 6 Cycle 7 Cycle 8 Cycle 9 Cycle 10 Cycle 11 Cycle 12

Visit

-40

-35

-30

-25

-20

-15

-10

-5

0

5

10

15

C
h

an
g

e 
fr

o
m

 b
as

el
in

e 
(M

ea
n

)

T islelizumab

Docetaxel

DocetaxelTislelizumab

 
Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  26AUG2024 04:43  f-14-02-02-04-11-01-series-c30-fa.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  26AUG2024 04:43  f-14-02-02-04-11-01-series-c30-fa.rtf 

2544



Protocol BGB-A317-303 Page 10 of 15 

Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  26AUG2024 04:43  f-14-02-02-04-11-01-series-c30-fa.rtf 

2545



Protocol BGB-A317-303 Page 11 of 15 

Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  26AUG2024 04:43  f-14-02-02-04-11-01-series-c30-fa.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  26AUG2024 04:43  f-14-02-02-04-11-01-series-c30-fa.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  26AUG2024 04:43  f-14-02-02-04-11-01-series-c30-fa.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  26AUG2024 04:43  f-14-02-02-04-11-01-series-c30-fa.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  26AUG2024 04:43  f-14-02-02-04-11-01-series-c30-fa.rtf 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Global health status / QoL          

   Cycle 4 131  -1.71 (1.58) 44  -4.96 (2.42) 3.25 (-1.96, 

8.46) 

0.19 (-0.12, 

0.50) 

0.2206 

   Cycle 6 107  2.40 (1.56) 33  -3.18 (2.51) 5.57 (0.23, 

10.92) 

0.36 (0.01, 

0.71) 

0.0410 

   Overall Treatment Effect 195 67.96 (19.15) 0.85 (1.32) 84 71.22 (18.52) -3.03 (2.07) 3.88 (-0.36, 

8.12) 

0.30 (-0.03, 

0.64) 

0.0723 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  26AUG2024 06:46  t-14-02-02-04-11-02-eff-mmrmqs-c30-fa.rtf 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Physical Functioning          

   Cycle 4 131  -3.52 (1.24) 44  -1.54 (1.86) -1.98 (-5.96, 

2.01) 

-0.15 (-0.44, 

0.15) 

0.3296 

   Cycle 6 107  -4.43 (1.44) 33  -3.44 (2.33) -0.99 (-6.05, 

4.08) 

-0.07 (-0.41, 

0.28) 

0.7010 

   Overall Treatment Effect 195 86.10 (13.66) -3.57 (1.19) 84 87.97 (12.61) -6.81 (1.86) 3.25 (-0.69, 

7.18) 

0.27 (-0.06, 

0.59) 

0.1051 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  26AUG2024 06:46  t-14-02-02-04-11-02-eff-mmrmqs-c30-fa.rtf 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Role Functioning          

   Cycle 4 131  -2.80 (1.53) 44  -2.43 (2.30) -0.37 (-5.24, 

4.50) 

-0.02 (-0.33, 

0.28) 

0.8818 

   Cycle 6 107  -5.87 (1.92) 33  -11.34 (3.14) 5.47 (-1.35, 

12.30) 

0.28 (-0.07, 

0.62) 

0.1153 

   Overall Treatment Effect 195 88.99 (17.76) -4.02 (1.58) 84 89.86 (16.06) -7.94 (2.48) 3.92 (-1.33, 

9.18) 

0.24 (-0.08, 

0.56) 

0.1428 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Emotional Functioning          

   Cycle 4 131  -0.53 (1.15) 44  0.63 (1.81) -1.15 (-5.06, 

2.75) 

-0.10 (-0.42, 

0.23) 

0.5605 

   Cycle 6 107  -0.68 (1.33) 33  -1.63 (2.19) 0.95 (-3.84, 

5.75) 

0.07 (-0.28, 

0.41) 

0.6960 

   Overall Treatment Effect 195 88.05 (15.37) -0.52 (0.99) 84 89.95 (14.08) -2.74 (1.59) 2.22 (-1.10, 

5.55) 

0.23 (-0.11, 

0.57) 

0.1883 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Cognitive Functioning          

   Cycle 4 131  -0.10 (1.22) 44  -1.10 (1.90) 1.00 (-3.08, 

5.08) 

0.08 (-0.24, 

0.40) 

0.6299 

   Cycle 6 107  -1.74 (1.28) 33  -3.82 (2.08) 2.08 (-2.40, 

6.55) 

0.16 (-0.19, 

0.51) 

0.3615 

   Overall Treatment Effect 195 89.62 (14.69) -0.96 (1.02) 84 91.58 (12.30) -2.94 (1.63) 1.98 (-1.35, 

5.31) 

0.20 (-0.14, 

0.54) 

0.2432 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Social Functioning          

   Cycle 4 131  2.38 (1.77) 44  1.25 (2.73) 1.13 (-4.74, 

7.01) 

0.06 (-0.25, 

0.37) 

0.7039 

   Cycle 6 107  0.72 (1.89) 33  -3.10 (3.04) 3.82 (-2.75, 

10.39) 

0.20 (-0.14, 

0.53) 

0.2524 

   Overall Treatment Effect 195 82.08 (19.70) 1.69 (1.57) 84 79.90 (20.40) -5.02 (2.52) 6.72 (1.47, 

11.96) 

0.44 (0.09, 

0.78) 

0.0123 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Fatigue          

   Cycle 4 131  -0.74 (1.36) 44  -1.07 (2.07) 0.33 (-4.07, 

4.73) 

0.02 (-0.29, 

0.33) 

0.8821 

   Cycle 6 107  0.04 (1.51) 33  -1.38 (2.42) 1.42 (-3.79, 

6.63) 

0.09 (-0.25, 

0.43) 

0.5915 

   Overall Treatment Effect 195 22.06 (18.15) -0.41 (1.36) 84 20.27 (17.57) 4.34 (2.17) -4.75 (-9.35, 

-0.16) 

-0.34 (-0.68, 

-0.01) 

0.0428 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Nausea and Vomiting          

   Cycle 4 131  1.07 (1.13) 44  2.80 (1.77) -1.74 (-5.70, 

2.23) 

-0.13 (-0.43, 

0.17) 

0.3888 

   Cycle 6 107  0.79 (0.98) 33  0.94 (1.57) -0.15 (-3.59, 

3.29) 

-0.01 (-0.34, 

0.31) 

0.9328 

   Overall Treatment Effect 195 3.30 (10.99) 0.36 (0.89) 84 5.33 (10.64) 1.23 (1.55) -0.87 (-4.15, 

2.42) 

-0.10 (-0.48, 

0.28) 

0.6026 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Pain          

   Cycle 4 131  1.80 (1.58) 44  -4.46 (2.45) 6.26 (0.96, 

11.56) 

0.37 (0.06, 

0.68) 

0.0209 

   Cycle 6 107  2.31 (1.60) 33  -2.98 (2.60) 5.28 (-0.32, 

10.89) 

0.33 (-0.02, 

0.68) 

0.0643 

   Overall Treatment Effect 195 17.37 (20.86) 0.53 (1.40) 84 15.64 (19.52) -0.14 (2.27) 0.66 (-4.10, 

5.43) 

0.05 (-0.30, 

0.39) 

0.7841 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Dyspnoea          

   Cycle 4 130  -1.00 (1.70) 44  -0.23 (2.65) -0.78 (-6.44, 

4.89) 

-0.04 (-0.37, 

0.28) 

0.7869 

   Cycle 6 106  -2.39 (1.94) 33  0.81 (3.23) -3.20 (-10.17, 

3.77) 

-0.17 (-0.54, 

0.20) 

0.3655 

   Overall Treatment Effect 194 22.43 (20.88) -1.70 (1.55) 84 20.96 (22.22) 4.01 (2.48) -5.71 (-10.88, 

-0.53) 

-0.38 (-0.73, 

-0.03) 

0.0308 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Insomnia          

   Cycle 4 131  1.28 (1.86) 44  -2.52 (2.94) 3.80 (-2.63, 

10.23) 

0.19 (-0.13, 

0.51) 

0.2447 

   Cycle 6 107  1.42 (1.89) 33  -0.81 (3.17) 2.22 (-4.63, 

9.08) 

0.12 (-0.25, 

0.48) 

0.5229 

   Overall Treatment Effect 195 12.58 (18.90) 0.81 (1.48) 84 16.84 (23.14) 2.71 (2.49) -1.90 (-7.02, 

3.23) 

-0.14 (-0.52, 

0.24) 

0.4662 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Appetite Loss          

   Cycle 4 131  2.24 (1.66) 44  -0.96 (2.62) 3.20 (-2.50, 

8.90) 

0.18 (-0.14, 

0.50) 

0.2697 

   Cycle 6 107  1.97 (1.66) 33  -0.17 (2.78) 2.14 (-3.82, 

8.11) 

0.13 (-0.24, 

0.50) 

0.4786 

   Overall Treatment Effect 195 12.74 (22.02) 2.22 (1.32) 84 9.97 (17.46) 4.23 (2.27) -2.01 (-6.64, 

2.63) 

-0.18 (-0.58, 

0.23) 

0.3935 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  26AUG2024 06:46  t-14-02-02-04-11-02-eff-mmrmqs-c30-fa.rtf 

2562



Protocol BGB-A317-303 Page 13 of 15 
 

Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Constipation          

   Cycle 4 131  -0.21 (1.66) 44  -2.78 (2.59) 2.56 (-3.05, 

8.18) 

0.14 (-0.17, 

0.46) 

0.3688 

   Cycle 6 107  -2.83 (1.64) 33  -5.42 (2.66) 2.59 (-3.12, 

8.30) 

0.16 (-0.19, 

0.51) 

0.3716 

   Overall Treatment Effect 195 11.16 (20.93) -2.16 (1.33) 84 8.93 (16.33) -3.18 (2.12) 1.02 (-3.32, 

5.36) 

0.08 (-0.26, 

0.43) 

0.6440 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Diarrhoea          

   Cycle 4 131  1.14 (0.87) 44  -0.17 (1.44) 1.31 (-1.87, 

4.48) 

0.14 (-0.20, 

0.49) 

0.4171 

   Cycle 6 107  -0.10 (0.89) 33  1.95 (1.54) -2.05 (-5.43, 

1.34) 

-0.24 (-0.64, 

0.16) 

0.2333 

   Overall Treatment Effect 195 2.36 (8.57) 0.63 (0.62) 84 4.12 (12.04) 1.17 (1.09) -0.54 (-2.84, 

1.75) 

-0.09 (-0.49, 

0.30) 

0.6384 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Financial Difficulties          

   Cycle 4 131  -5.34 (2.01) 44  -3.46 (3.05) -1.88 (-8.39, 

4.63) 

-0.09 (-0.40, 

0.22) 

0.5697 

   Cycle 6 107  -4.66 (2.06) 33  -2.54 (3.32) -2.12 (-9.17, 

4.92) 

-0.11 (-0.46, 

0.25) 

0.5526 

   Overall Treatment Effect 195 30.50 (28.52) -5.03 (1.78) 84 35.05 (30.95) -2.13 (2.76) -2.91 (-8.59, 

2.78) 

-0.17 (-0.50, 

0.16) 

0.3152 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.3: 

Analyses of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

 Global Health Status/QOL 214 53 (24.8) NR (12.7, NE) 103 27 (26.2) NR (3.5, NE) 0.640 (0.398, 1.030) 0.0667 

 

 Physical Functioning 214 49 (22.9) NR (23.4, NE) 103 25 (24.3) 8.0 (4.6, NE) 0.655 (0.399, 1.074) 0.0904 

 

 Role Functioning 214 53 (24.8) 34.4 (34.4, NE) 103 24 (23.3) 8.0 (4.9, NE) 0.789 (0.482, 1.292) 0.3463 

 

 Emotional Functioning 214 26 (12.1) NR (NE, NE) 103 11 (10.7) NR (8.3, NE) 0.714 (0.344, 1.481) 0.3662 

 

 Cognitive Functioning 214 51 (23.8) 30.6 (23.4, NE) 103 21 (20.4) NR (6.9, NE) 0.800 (0.475, 1.350) 0.4040 

 

 Social Functioning 214 62 (29.0) 27.8 (9.7, NE) 103 21 (20.4) NR (4.9, NE) 1.011 (0.610, 1.676) 0.9424 

 

 Fatigue 214 61 (28.5) NR (14.6, NE) 103 26 (25.2) 19.4 (4.3, NE) 0.878 (0.550, 1.401) 0.5818 

 

 Nausea and Vomiting 214 33 (15.4) NR (NE, NE) 103 10 (9.7) NR (NE, NE) 1.078 (0.524, 2.217) 0.8365 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.2.2.4.11.3: 

Analyses of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

 Pain 214 61 (28.5) NR (13.2, NE) 103 15 (14.6) NR (6.9, NE) 1.626 (0.921, 2.872) 0.0919 

 

 Dyspnoea 214 37 (17.3) NR (NE, NE) 103 19 (18.4) 17.5 (6.9, NE) 0.632 (0.358, 1.116) 0.1115 

 

 Insomnia 214 45 (21.0) NR (NE, NE) 103 14 (13.6) NR (5.7, NE) 1.092 (0.593, 2.012) 0.7839 

 

 Appetite Loss 214 47 (22.0) NR (NE, NE) 103 13 (12.6) 20.8 (20.8, NE) 1.327 (0.712, 2.473) 0.3727 

 

 Constipation 214 31 (14.5) NR (NE, NE) 103 7 (6.8) NR (11.9, NE) 1.762 (0.773, 4.015) 0.1707 

 

 Diarrhea 214 12 (5.6) NR (NE, NE) 103 5 (4.9) NR (10.4, NE) 0.686 (0.239, 1.972) 0.4822 

 

 Financial Difficulties 214 33 (15.4) NR (NE, NE) 103 13 (12.6) NR (NE, NE) 0.969 (0.506, 1.855) 0.9235 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Global Health Status/QOL
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T islelizumab: n = 214, events = 53, Median: NR, 95% CI: 12.7 - NE

Docetaxel: n = 103, events = 27, Median: NR, 95% CI: 3.5 - NE

HR (95% CI): 0.640 (0.398, 1.030)

Log-rank test p-value: 0.0667

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Physical Functioning
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T islelizumab: n = 214, events = 49, Median: NR, 95% CI: 23.4 - NE

Docetaxel: n = 103, events = 25, Median: 8.0, 95% CI: 4.6 - NE

HR (95% CI): 0.655 (0.399, 1.074)

Log-rank test p-value: 0.0904

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Role Functioning
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T islelizumab: n = 214, events = 53, Median: 34.4, 95% CI: 34.4 - NE

Docetaxel: n = 103, events = 24, Median: 8.0, 95% CI: 4.9 - NE

HR (95% CI): 0.789 (0.482, 1.292)

Log-rank test p-value: 0.3463

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Emotional Functioning
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T islelizumab: n = 214, events = 26, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 11, Median: NR, 95% CI: 8.3 - NE

HR (95% CI): 0.714 (0.344, 1.481)

Log-rank test p-value: 0.3662

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Cognitive Functioning

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
214 100 66 46 38 33 26 20 13 10 6 2 2 2 2 0
103 31 13 7 5 4 2 2 0 0 0 0 0 0 0 0

Time:
Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

S
u

rv
iv

al
 P

ro
b

ab
il

it
y

T islelizumab: n = 214, events = 51, Median: 30.6, 95% CI: 23.4 - NE

Docetaxel: n = 103, events = 21, Median: NR, 95% CI: 6.9 - NE

HR (95% CI): 0.800 (0.475, 1.350)

Log-rank test p-value: 0.4040

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Social Functioning

0 3 6 9 12 15 18 21 24 27 30 33 36
214 88 56 34 27 26 20 15 10 6 2 0 0
103 28 8 4 3 3 2 2 1 1 1 1 0

Time:
Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33 36

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

S
u

rv
iv

al
 P

ro
b

ab
il

it
y

T islelizumab: n = 214, events = 62, Median: 27.8, 95% CI: 9.7 - NE

Docetaxel: n = 103, events = 21, Median: NR, 95% CI: 4.9 - NE

HR (95% CI): 1.011 (0.610, 1.676)

Log-rank test p-value: 0.9424

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Fatigue
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T islelizumab: n = 214, events = 61, Median: NR, 95% CI: 14.6 - NE

Docetaxel: n = 103, events = 26, Median: 19.4, 95% CI: 4.3 - NE

HR (95% CI): 0.878 (0.550, 1.401)

Log-rank test p-value: 0.5818

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Nausea and Vomiting
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T islelizumab: n = 214, events = 33, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.078 (0.524, 2.217)

Log-rank test p-value: 0.8365

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Pain
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T islelizumab: n = 214, events = 61, Median: NR, 95% CI: 13.2 - NE

Docetaxel: n = 103, events = 15, Median: NR, 95% CI: 6.9 - NE

HR (95% CI): 1.626 (0.921, 2.872)

Log-rank test p-value: 0.0919

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Dyspnoea
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T islelizumab: n = 214, events = 37, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 19, Median: 17.5, 95% CI: 6.9 - NE

HR (95% CI): 0.632 (0.358, 1.116)

Log-rank test p-value: 0.1115

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Insomnia
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T islelizumab: n = 214, events = 45, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 14, Median: NR, 95% CI: 5.7 - NE

HR (95% CI): 1.092 (0.593, 2.012)

Log-rank test p-value: 0.7839

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Appetite Loss

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
214 106 66 46 41 36 29 25 15 11 7 3 3 2 2 0
103 36 15 7 5 5 3 2 0 0 0 0 0 0 0 0

Time:
Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

S
u

rv
iv

al
 P

ro
b

ab
il

it
y

T islelizumab: n = 214, events = 47, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 13, Median: 20.8, 95% CI: 20.8 - NE

HR (95% CI): 1.327 (0.712, 2.473)

Log-rank test p-value: 0.3727

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Constipation
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T islelizumab: n = 214, events = 31, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 7, Median: NR, 95% CI: 11.9 - NE

HR (95% CI): 1.762 (0.773, 4.015)

Log-rank test p-value: 0.1707

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Diarrhea
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T islelizumab: n = 214, events = 12, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 5, Median: NR, 95% CI: 10.4 - NE

HR (95% CI): 0.686 (0.239, 1.972)

Log-rank test p-value: 0.4822

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Financial Difficulties

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
214 106 67 43 38 35 28 22 14 10 6 2 2 1 1 0
103 30 14 9 8 7 5 4 1 1 1 1 0 0 0 0

Time:
Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

S
u

rv
iv

al
 P

ro
b

ab
il

it
y

T islelizumab: n = 214, events = 33, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 13, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.969 (0.506, 1.855)

Log-rank test p-value: 0.9235

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 30 (21.0) NR (NE, NE) 66 17 (25.8) NR (3.5, NE) 0.614 (0.338, 1.117) 0.1103 

   Age >= 65 Years 71 23 (32.4) 12.7 (4.9, NE) 37 10 (27.0) NR (1.4, NE) 0.757 (0.354, 1.615) 0.4795 

   Interaction        0.5527 

 

Sex         

   Male 166 43 (25.9) NR (12.7, NE) 76 21 (27.6) NR (2.9, NE) 0.607 (0.357, 1.034) 0.0680 

   Female 48 10 (20.8) NR (5.8, NE) 27 6 (22.2) NR (2.9, NE) 0.807 (0.293, 2.224) 0.6863 

   Interaction        0.5992 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 36 (21.4) NR (NE, NE) 88 25 (28.4) NR (2.9, NE) 0.533 (0.318, 0.894) 0.0167 

   White 38 12 (31.6) NR (4.9, NE) 13 2 (15.4) NR (0.8, NE) 1.524 (0.338, 6.871) 0.5804 

   Other 8 5 (62.5) 4.9 (0.8, NE) 2 0 (0.0) NR (NE, NE) 49942401.838 (0.000, 

NE) 

0.1250 

   Interaction        0.3390 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  26AUG2024 06:51  t-14-02-02-04-11-03-s-eff-tteqs-subgrp-c30-fa.rtf 

2584



Protocol BGB-A317-303 Page 3 of 106 
 

Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 36 (21.6) NR (NE, NE) 88 25 (28.4) NR (2.9, NE) 0.533 (0.318, 0.894) 0.0167 

   Europe 32 11 (34.4) 6.3 (3.4, NE) 13 2 (15.4) NR (0.8, NE) 1.836 (0.405, 8.335) 0.4241 

   Other 15 6 (40.0) 12.7 (2.1, NE) 2 0 (0.0) NR (NE, NE) 13014115.046 (0.000, 

NE) 

0.2493 

   Interaction        0.2601 

 

ECOG performance-status score         

   0 50 14 (28.0) NR (4.9, NE) 19 4 (21.1) 5.7 (2.9, NE) 0.878 (0.287, 2.687) 0.8222 

   1 164 39 (23.8) NR (12.7, NE) 84 23 (27.4) NR (3.5, NE) 0.633 (0.375, 1.066) 0.0895 

   Interaction        0.5082 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  26AUG2024 06:51  t-14-02-02-04-11-03-s-eff-tteqs-subgrp-c30-fa.rtf 

2585



Protocol BGB-A317-303 Page 4 of 106 
 

Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 40 (26.0) NR (12.7, NE) 66 19 (28.8) NR (2.9, NE) 0.583 (0.333, 1.020) 0.0589 

   Never 60 13 (21.7) NR (5.0, NE) 37 8 (21.6) NR (2.9, NE) 0.853 (0.354, 2.060) 0.7286 

   Interaction        0.4430 

 

Histology         

   Non-squamous 125 27 (21.6) NR (12.7, NE) 62 17 (27.4) NR (3.5, NE) 0.611 (0.332, 1.125) 0.1151 

   Squamous 89 26 (29.2) NR (5.7, NE) 41 10 (24.4) NR (2.9, NE) 0.738 (0.350, 1.556) 0.4302 

   Interaction        0.6846 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 29 (20.3) NR (NE, NE) 75 20 (26.7) NR (3.5, NE) 0.573 (0.322, 1.018) 0.0575 

   Unknown 71 24 (33.8) 12.7 (4.9, NE) 28 7 (25.0) NR (1.0, NE) 0.790 (0.336, 1.858) 0.5964 

   Interaction        0.4544 

 

ALK rearrangement at baseline         

   Wild type 108 26 (24.1) NR (NE, NE) 48 13 (27.1) 5.7 (2.1, NE) 0.637 (0.324, 1.254) 0.1996 

   Unknown 106 27 (25.5) NR (7.6, NE) 55 14 (25.5) NR (2.9, NE) 0.730 (0.382, 1.395) 0.3418 

   Interaction        0.6350 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 43 (23.9) NR (NE, NE) 88 24 (27.3) NR (3.5, NE) 0.632 (0.382, 1.047) 0.0756 

   Third 34 10 (29.4) 12.7 (2.9, NE) 15 3 (20.0) NR (0.7, NE) 0.867 (0.235, 3.200) 0.8335 

   Interaction        0.5486 

 

Disease Stage         

   Locally advanced 33 9 (27.3) NR (4.9, NE) 8 4 (50.0) 2.1 (0.7, NE) 0.382 (0.116, 1.251) 0.0940 

   Metastatic 181 44 (24.3) NR (12.7, NE) 95 23 (24.2) NR (3.5, NE) 0.715 (0.429, 1.190) 0.2044 

   Interaction        0.3557 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (2.1, NE) 9 1 (11.1) NR (0.7, NE) 0.790 (0.068, 9.217) 0.8504 

   No 201 51 (25.4) NR (12.7, NE) 94 26 (27.7) NR (3.5, NE) 0.650 (0.403, 1.049) 0.0790 

   Interaction        0.6733 

 

Liver metastases at baseline         

   Yes 27 5 (18.5) NR (2.3, NE) 16 2 (12.5) NR (1.4, NE) 1.208 (0.220, 6.645) 0.8243 

   No 187 48 (25.7) NR (12.7, NE) 87 25 (28.7) NR (2.9, NE) 0.611 (0.375, 0.995) 0.0490 

   Interaction        0.3231 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 33 (23.1) NR (NE, NE) 66 14 (21.2) 16.7 (8.0, NE) 0.846 (0.451, 1.587) 0.6137 

   Age >= 65 Years 71 16 (22.5) NR (13.4, NE) 37 11 (29.7) 6.9 (3.6, NE) 0.400 (0.177, 0.903) 0.0221 

   Interaction        0.3633 

 

Sex         

   Male 166 37 (22.3) NR (23.4, NE) 76 15 (19.7) 16.7 (4.6, NE) 0.758 (0.410, 1.399) 0.3747 

   Female 48 12 (25.0) NR (4.9, NE) 27 10 (37.0) 6.9 (3.6, NE) 0.526 (0.225, 1.229) 0.1315 

   Interaction        0.4986 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 33 (19.6) NR (NE, NE) 88 20 (22.7) 8.0 (4.6, NE) 0.598 (0.339, 1.056) 0.0736 

   White 38 14 (36.8) NR (2.9, NE) 13 4 (30.8) 6.9 (0.9, NE) 1.032 (0.338, 3.149) 0.9598 

   Other 8 2 (25.0) NR (2.1, NE) 2 1 (50.0) 15.4 (NE, NE) 0.577 (0.052, 6.383) 0.6495 

   Interaction        0.6625 

 

Region         

   China 167 33 (19.8) NR (NE, NE) 88 20 (22.7) 8.0 (4.6, NE) 0.598 (0.339, 1.056) 0.0736 

   Europe 32 12 (37.5) NR (2.1, NE) 13 4 (30.8) 6.9 (0.9, NE) 1.099 (0.352, 3.430) 0.8774 

   Other 15 4 (26.7) NR (2.8, NE) 2 1 (50.0) 15.4 (NE, NE) 0.722 (0.080, 6.540) 0.7711 

   Interaction        0.6237 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 10 (20.0) NR (NE, NE) 19 4 (21.1) 15.4 (2.8, NE) 0.522 (0.160, 1.699) 0.2656 

   1 164 39 (23.8) NR (23.4, NE) 84 21 (25.0) 7.2 (4.6, NE) 0.674 (0.391, 1.160) 0.1532 

   Interaction        0.7235 

 

Smoking Status         

   Current or Former 154 35 (22.7) NR (NE, NE) 66 14 (21.2) 16.7 (4.6, NE) 0.729 (0.388, 1.371) 0.3271 

   Never 60 14 (23.3) 23.4 (23.4, NE) 37 11 (29.7) 6.9 (3.6, NE) 0.579 (0.257, 1.307) 0.1835 

   Interaction        0.7411 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 27 (21.6) NR (NE, NE) 62 17 (27.4) 8.0 (6.9, NE) 0.603 (0.326, 1.117) 0.1040 

   Squamous 89 22 (24.7) NR (12.7, NE) 41 8 (19.5) 4.6 (3.6, NE) 0.746 (0.323, 1.720) 0.4881 

   Interaction        0.5457 

 

EGFR mutation at baseline         

   Wild type 143 32 (22.4) NR (NE, NE) 75 19 (25.3) 8.0 (6.9, NE) 0.656 (0.369, 1.169) 0.1497 

   Unknown 71 17 (23.9) NR (12.7, NE) 28 6 (21.4) 4.6 (3.6, NE) 0.641 (0.246, 1.671) 0.3604 

   Interaction        0.9174 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 24 (22.2) NR (NE, NE) 48 9 (18.8) NR (3.6, NE) 0.972 (0.450, 2.097) 0.9415 

   Unknown 106 25 (23.6) 23.4 (12.7, NE) 55 16 (29.1) 8.0 (4.6, NE) 0.560 (0.296, 1.061) 0.0719 

   Interaction        0.7489 

 

Line of therapy         

   Second 180 40 (22.2) NR (23.4, NE) 88 20 (22.7) 15.4 (4.6, NE) 0.709 (0.411, 1.225) 0.2155 

   Third 34 9 (26.5) NR (3.5, NE) 15 5 (33.3) 3.6 (0.7, NE) 0.383 (0.122, 1.201) 0.0907 

   Interaction        0.3781 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 6 (18.2) NR (NE, NE) 8 2 (25.0) NR (3.6, NE) 0.705 (0.142, 3.500) 0.6620 

   Metastatic 181 43 (23.8) NR (23.4, NE) 95 23 (24.2) 8.0 (4.6, NE) 0.659 (0.393, 1.107) 0.1137 

   Interaction        0.9675 

 

Brain metastases at baseline         

   Yes 13 4 (30.8) NR (0.7, NE) 9 2 (22.2) NR (0.7, NE) 1.131 (0.201, 6.355) 0.8885 

   No 201 45 (22.4) NR (23.4, NE) 94 23 (24.5) 8.0 (4.6, NE) 0.635 (0.380, 1.060) 0.0806 

   Interaction        0.7245 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 5 (18.5) NR (1.4, NE) 16 2 (12.5) 4.6 (2.8, NE) 1.862 (0.352, 9.859) 0.4580 

   No 187 44 (23.5) NR (23.4, NE) 87 23 (26.4) 8.0 (6.9, NE) 0.591 (0.353, 0.988) 0.0434 

   Interaction        0.2733 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 35 (24.5) NR (18.0, NE) 66 15 (22.7) 8.0 (4.9, NE) 0.897 (0.489, 1.646) 0.7351 

   Age >= 65 Years 71 18 (25.4) 34.4 (12.1, NE) 37 9 (24.3) NR (3.1, NE) 0.634 (0.273, 1.471) 0.2876 

   Interaction        0.6538 

 

Sex         

   Male 166 41 (24.7) 34.4 (18.0, NE) 76 18 (23.7) 6.4 (3.1, NE) 0.742 (0.422, 1.304) 0.2993 

   Female 48 12 (25.0) NR (5.8, NE) 27 6 (22.2) NR (4.9, NE) 1.023 (0.383, 2.729) 0.9556 

   Interaction        0.5886 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 36 (21.4) 34.4 (34.4, NE) 88 20 (22.7) 8.0 (3.6, NE) 0.721 (0.414, 1.254) 0.2447 

   White 38 13 (34.2) NR (2.9, NE) 13 4 (30.8) 4.9 (0.7, NE) 0.870 (0.281, 2.698) 0.8188 

   Other 8 4 (50.0) 15.3 (0.8, NE) 2 0 (0.0) NR (NE, NE) 39737273.034 (0.000, 

NE) 

0.2432 

   Interaction        0.9292 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 36 (21.6) 34.4 (34.4, NE) 88 20 (22.7) 8.0 (3.6, NE) 0.721 (0.414, 1.254) 0.2447 

   Europe 32 12 (37.5) 7.0 (2.3, NE) 13 4 (30.8) 4.9 (0.7, NE) 1.020 (0.326, 3.199) 0.9636 

   Other 15 5 (33.3) 18.0 (2.9, NE) 2 0 (0.0) NR (NE, NE) 13392497.103 (0.000, 

NE) 

0.2856 

   Interaction        0.8270 

 

ECOG performance-status score         

   0 50 14 (28.0) NR (18.0, NE) 19 1 (5.3) NR (NE, NE) 4.212 (0.552, 32.118) 0.1314 

   1 164 39 (23.8) 34.4 (34.4, NE) 84 23 (27.4) 6.4 (3.6, NE) 0.635 (0.375, 1.076) 0.0908 

   Interaction        0.0862 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 40 (26.0) 34.4 (18.0, NE) 66 20 (30.3) 5.2 (2.7, NE) 0.591 (0.341, 1.026) 0.0593 

   Never 60 13 (21.7) NR (5.8, NE) 37 4 (10.8) NR (4.9, NE) 1.844 (0.601, 5.658) 0.2760 

   Interaction        0.0772 

 

Histology         

   Non-squamous 125 28 (22.4) NR (NE, NE) 62 13 (21.0) NR (4.9, NE) 0.918 (0.474, 1.777) 0.8042 

   Squamous 89 25 (28.1) 34.4 (12.1, NE) 41 11 (26.8) 5.2 (3.1, NE) 0.626 (0.299, 1.310) 0.2117 

   Interaction        0.6967 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 32 (22.4) NR (NE, NE) 75 16 (21.3) NR (4.9, NE) 0.883 (0.483, 1.615) 0.6903 

   Unknown 71 21 (29.6) 18.0 (7.0, NE) 28 8 (28.6) 5.2 (3.1, NE) 0.586 (0.252, 1.364) 0.2130 

   Interaction        0.7624 

 

ALK rearrangement at baseline         

   Wild type 108 21 (19.4) NR (NE, NE) 48 8 (16.7) NR (NE, NE) 0.956 (0.420, 2.178) 0.9156 

   Unknown 106 32 (30.2) 18.0 (7.0, NE) 55 16 (29.1) 6.4 (3.6, NE) 0.846 (0.462, 1.549) 0.5978 

   Interaction        0.8779 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 45 (25.0) 34.4 (34.4, NE) 88 19 (21.6) NR (5.2, NE) 0.945 (0.550, 1.623) 0.8359 

   Third 34 8 (23.5) NR (12.1, NE) 15 5 (33.3) 2.7 (0.7, NE) 0.267 (0.078, 0.909) 0.0271 

   Interaction        0.1191 

 

Disease Stage         

   Locally advanced 33 5 (15.2) NR (NE, NE) 8 3 (37.5) 4.9 (3.6, NE) 0.368 (0.087, 1.567) 0.1558 

   Metastatic 181 48 (26.5) 34.4 (18.0, NE) 95 21 (22.1) NR (5.2, NE) 0.904 (0.538, 1.519) 0.7148 

   Interaction        0.2562 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (0.7, NE) 9 1 (11.1) NR (1.4, NE) 1.817 (0.187, 17.650) 0.6013 

   No 201 50 (24.9) 34.4 (34.4, NE) 94 23 (24.5) 8.0 (4.9, NE) 0.761 (0.461, 1.255) 0.2876 

   Interaction        0.3951 

 

Liver metastases at baseline         

   Yes 27 5 (18.5) 34.4 (2.3, NE) 16 3 (18.8) NR (1.5, NE) 0.902 (0.200, 4.069) 0.8929 

   No 187 48 (25.7) NR (18.0, NE) 87 21 (24.1) 8.0 (4.9, NE) 0.812 (0.484, 1.362) 0.4362 

   Interaction        0.8598 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 20 (14.0) NR (NE, NE) 66 7 (10.6) NR (6.4, NE) 1.012 (0.426, 2.403) 0.9734 

   Age >= 65 Years 71 6 (8.5) NR (NE, NE) 37 4 (10.8) 8.3 (5.6, NE) 0.296 (0.078, 1.119) 0.0591 

   Interaction        0.3533 

 

Sex         

   Male 166 19 (11.4) NR (NE, NE) 76 6 (7.9) NR (6.4, NE) 0.969 (0.382, 2.453) 0.9560 

   Female 48 7 (14.6) NR (15.9, NE) 27 5 (18.5) NR (5.6, NE) 0.529 (0.160, 1.742) 0.2869 

   Interaction        0.5510 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 17 (10.1) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 1.079 (0.422, 2.754) 0.8661 

   White 38 7 (18.4) NR (15.9, NE) 13 3 (23.1) 8.3 (2.8, NE) 0.455 (0.111, 1.859) 0.2573 

   Other 8 2 (25.0) NR (0.7, NE) 2 2 (100.0) 3.2 (0.8, NE) 0.131 (0.012, 1.442) 0.0497 

   Interaction        0.2154 

 

Region         

   China 167 17 (10.2) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 1.079 (0.422, 2.754) 0.8661 

   Europe 32 6 (18.8) NR (5.8, NE) 13 3 (23.1) 8.3 (2.8, NE) 0.468 (0.109, 2.011) 0.2908 

   Other 15 3 (20.0) NR (3.6, NE) 2 2 (100.0) 3.2 (0.8, NE) 0.141 (0.020, 1.001) 0.0221 

   Interaction        0.1344 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 6 (12.0) NR (NE, NE) 19 2 (10.5) NR (5.6, NE) 0.675 (0.135, 3.371) 0.6327 

   1 164 20 (12.2) NR (NE, NE) 84 9 (10.7) NR (6.4, NE) 0.794 (0.357, 1.765) 0.5755 

   Interaction        0.8687 

 

Smoking Status         

   Current or Former 154 19 (12.3) NR (NE, NE) 66 7 (10.6) NR (6.4, NE) 0.733 (0.303, 1.775) 0.4967 

   Never 60 7 (11.7) NR (NE, NE) 37 4 (10.8) NR (5.6, NE) 0.899 (0.262, 3.079) 0.8658 

   Interaction        0.8253 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 12 (9.6) NR (NE, NE) 62 6 (9.7) NR (8.3, NE) 0.767 (0.287, 2.051) 0.5972 

   Squamous 89 14 (15.7) NR (15.9, NE) 41 5 (12.2) 6.4 (6.4, NE) 0.672 (0.229, 1.967) 0.4677 

   Interaction        0.9613 

 

EGFR mutation at baseline         

   Wild type 143 14 (9.8) NR (NE, NE) 75 8 (10.7) NR (8.3, NE) 0.655 (0.272, 1.578) 0.3444 

   Unknown 71 12 (16.9) NR (11.4, NE) 28 3 (10.7) 6.4 (2.9, NE) 0.856 (0.233, 3.139) 0.8153 

   Interaction        0.6186 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 10 (9.3) NR (NE, NE) 48 4 (8.3) NR (NE, NE) 0.702 (0.213, 2.319) 0.5654 

   Unknown 106 16 (15.1) NR (15.9, NE) 55 7 (12.7) NR (6.4, NE) 0.941 (0.386, 2.296) 0.8932 

   Interaction        0.5336 

 

Line of therapy         

   Second 180 21 (11.7) NR (NE, NE) 88 10 (11.4) NR (6.4, NE) 0.733 (0.342, 1.568) 0.4259 

   Third 34 5 (14.7) NR (11.4, NE) 15 1 (6.7) 8.3 (NE, NE) 0.862 (0.091, 8.130) 0.8967 

   Interaction        0.6282 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (NE, NE) 8 2 (25.0) 6.4 (1.4, NE) 0.216 (0.034, 1.378) 0.0770 

   Metastatic 181 23 (12.7) NR (NE, NE) 95 9 (9.5) NR (8.3, NE) 0.938 (0.431, 2.045) 0.8785 

   Interaction        0.1714 

 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (2.8, NE) 9 1 (11.1) NR (0.7, NE) 0.461 (0.028, 7.636) 0.5797 

   No 201 25 (12.4) NR (NE, NE) 94 10 (10.6) NR (8.3, NE) 0.785 (0.373, 1.654) 0.5255 

   Interaction        0.8387 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 67878666.689 (0.000, 

NE) 

0.3613 

   No 187 25 (13.4) NR (NE, NE) 87 11 (12.6) NR (8.3, NE) 0.695 (0.339, 1.425) 0.3222 

   Interaction        0.9894 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 33 (23.1) NR (NE, NE) 66 13 (19.7) NR (NE, NE) 0.959 (0.504, 1.825) 0.9176 

   Age >= 65 Years 71 18 (25.4) 30.6 (11.3, NE) 37 8 (21.6) 6.9 (2.9, NE) 0.494 (0.199, 1.230) 0.1225 

   Interaction        0.6450 

 

Sex         

   Male 166 38 (22.9) 30.6 (23.4, NE) 76 13 (17.1) NR (NE, NE) 0.920 (0.485, 1.744) 0.8016 

   Female 48 13 (27.1) NR (6.2, NE) 27 8 (29.6) 12.7 (4.1, NE) 0.738 (0.304, 1.788) 0.5064 

   Interaction        0.7238 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 42 (25.0) 30.6 (23.4, NE) 88 15 (17.0) NR (NE, NE) 1.118 (0.616, 2.029) 0.7049 

   White 38 6 (15.8) NR (11.3, NE) 13 5 (38.5) 6.9 (0.7, NE) 0.175 (0.046, 0.664) 0.0040 

   Other 8 3 (37.5) 9.2 (0.8, NE) 2 1 (50.0) 12.7 (NE, NE) 0.977 (0.100, 9.571) 0.9844 

   Interaction        0.1216 

 

Region         

   China 167 42 (25.1) 30.6 (23.4, NE) 88 15 (17.0) NR (NE, NE) 1.118 (0.616, 2.029) 0.7049 

   Europe 32 6 (18.8) NR (10.5, NE) 13 5 (38.5) 6.9 (0.7, NE) 0.217 (0.057, 0.822) 0.0139 

   Other 15 3 (20.0) NR (3.5, NE) 2 1 (50.0) 12.7 (NE, NE) 0.516 (0.053, 5.059) 0.5629 

   Interaction        0.1958 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 11 (22.0) NR (10.5, NE) 19 2 (10.5) NR (12.7, NE) 1.389 (0.307, 6.277) 0.6692 

   1 164 40 (24.4) 30.6 (13.4, NE) 84 19 (22.6) NR (6.9, NE) 0.780 (0.447, 1.364) 0.3902 

   Interaction        0.4571 

 

Smoking Status         

   Current or Former 154 37 (24.0) 30.6 (13.4, NE) 66 16 (24.2) NR (2.9, NE) 0.629 (0.345, 1.147) 0.1316 

   Never 60 14 (23.3) 23.4 (10.5, NE) 37 5 (13.5) NR (6.9, NE) 1.443 (0.517, 4.029) 0.4788 

   Interaction        0.1366 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 26 (20.8) NR (NE, NE) 62 13 (21.0) NR (6.9, NE) 0.804 (0.411, 1.570) 0.5291 

   Squamous 89 25 (28.1) 23.4 (6.2, NE) 41 8 (19.5) NR (2.9, NE) 0.796 (0.348, 1.821) 0.5870 

   Interaction        0.7715 

 

EGFR mutation at baseline         

   Wild type 143 32 (22.4) NR (NE, NE) 75 16 (21.3) NR (6.9, NE) 0.795 (0.433, 1.458) 0.4637 

   Unknown 71 19 (26.8) 23.4 (5.7, NE) 28 5 (17.9) NR (2.9, NE) 0.872 (0.317, 2.397) 0.7947 

   Interaction        0.7419 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 23 (21.3) NR (NE, NE) 48 10 (20.8) NR (NE, NE) 0.758 (0.356, 1.613) 0.4794 

   Unknown 106 28 (26.4) 23.4 (9.2, NE) 55 11 (20.0) 12.7 (6.9, NE) 0.993 (0.491, 2.008) 0.9892 

   Interaction        0.3236 

 

Line of therapy         

   Second 180 44 (24.4) 30.6 (23.4, NE) 88 17 (19.3) NR (12.7, NE) 0.946 (0.537, 1.666) 0.8539 

   Third 34 7 (20.6) NR (4.8, NE) 15 4 (26.7) 6.9 (0.7, NE) 0.349 (0.095, 1.279) 0.1004 

   Interaction        0.2601 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 8 (24.2) NR (12.8, NE) 8 3 (37.5) 4.1 (0.7, NE) 0.564 (0.145, 2.188) 0.3915 

   Metastatic 181 43 (23.8) 30.6 (23.4, NE) 95 18 (18.9) NR (12.7, NE) 0.873 (0.500, 1.526) 0.6435 

   Interaction        0.4755 

 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (0.7, NE) 9 2 (22.2) NR (0.7, NE) 0.932 (0.154, 5.643) 0.9287 

   No 201 48 (23.9) 30.6 (23.4, NE) 94 19 (20.2) NR (6.9, NE) 0.817 (0.476, 1.403) 0.4712 

   Interaction        0.8015 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 3 (11.1) 30.6 (2.3, NE) 16 3 (18.8) NR (1.4, NE) 0.390 (0.065, 2.338) 0.2844 

   No 187 48 (25.7) NR (13.4, NE) 87 18 (20.7) NR (6.9, NE) 0.886 (0.513, 1.532) 0.6771 

   Interaction        0.5052 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 41 (28.7) NR (6.3, NE) 66 14 (21.2) NR (NE, NE) 1.016 (0.551, 1.871) 0.9328 

   Age >= 65 Years 71 21 (29.6) 27.8 (6.9, NE) 37 7 (18.9) 5.6 (3.5, NE) 1.035 (0.430, 2.489) 0.9375 

   Interaction        0.8059 

 

Sex         

   Male 166 49 (29.5) 27.8 (7.0, NE) 76 14 (18.4) NR (NE, NE) 1.145 (0.629, 2.085) 0.6306 

   Female 48 13 (27.1) NR (5.6, NE) 27 7 (25.9) 5.6 (4.1, NE) 0.762 (0.299, 1.940) 0.5759 

   Interaction        0.5150 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 46 (27.4) 27.8 (9.7, NE) 88 15 (17.0) NR (NE, NE) 1.196 (0.664, 2.153) 0.5230 

   White 38 12 (31.6) 11.3 (5.6, NE) 13 5 (38.5) 5.6 (0.9, NE) 0.510 (0.173, 1.503) 0.2126 

   Other 8 4 (50.0) 2.8 (0.7, NE) 2 1 (50.0) 4.9 (NE, NE) 1.470 (0.162, 13.344) 0.7301 

   Interaction        0.6287 

 

Region         

   China 167 46 (27.5) 27.8 (9.7, NE) 88 15 (17.0) NR (NE, NE) 1.196 (0.664, 2.153) 0.5230 

   Europe 32 12 (37.5) 7.2 (4.2, NE) 13 5 (38.5) 5.6 (0.9, NE) 0.655 (0.223, 1.921) 0.4354 

   Other 15 4 (26.7) NR (0.8, NE) 2 1 (50.0) 4.9 (NE, NE) 0.678 (0.076, 6.096) 0.7274 

   Interaction        0.7183 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 14 (28.0) NR (2.8, NE) 19 7 (36.8) 4.9 (0.7, NE) 0.426 (0.170, 1.069) 0.0647 

   1 164 48 (29.3) 27.8 (7.0, NE) 84 14 (16.7) NR (5.6, NE) 1.322 (0.724, 2.414) 0.3494 

   Interaction        0.0246 

 

Smoking Status         

   Current or Former 154 49 (31.8) 19.3 (6.3, NE) 66 12 (18.2) NR (NE, NE) 1.254 (0.663, 2.370) 0.4699 

   Never 60 13 (21.7) NR (11.3, NE) 37 9 (24.3) 5.6 (4.1, NE) 0.672 (0.284, 1.588) 0.3626 

   Interaction        0.2236 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 35 (28.0) NR (6.3, NE) 62 13 (21.0) NR (4.9, NE) 1.086 (0.573, 2.060) 0.7862 

   Squamous 89 27 (30.3) 19.3 (6.9, NE) 41 8 (19.5) NR (3.5, NE) 0.854 (0.377, 1.935) 0.7148 

   Interaction        0.8714 

 

EGFR mutation at baseline         

   Wild type 143 42 (29.4) NR (6.3, NE) 75 17 (22.7) NR (4.9, NE) 1.025 (0.581, 1.810) 0.9100 

   Unknown 71 20 (28.2) 19.3 (7.0, NE) 28 4 (14.3) NR (3.5, NE) 0.997 (0.329, 3.020) 0.9983 

   Interaction        0.6862 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 35 (32.4) NR (5.6, NE) 48 6 (12.5) NR (NE, NE) 1.986 (0.830, 4.751) 0.1095 

   Unknown 106 27 (25.5) 27.8 (7.0, NE) 55 15 (27.3) NR (4.1, NE) 0.673 (0.356, 1.274) 0.2256 

   Interaction        0.0858 

 

Line of therapy         

   Second 180 54 (30.0) 27.8 (7.2, NE) 88 20 (22.7) NR (4.9, NE) 1.021 (0.609, 1.712) 0.9131 

   Third 34 8 (23.5) NR (6.9, NE) 15 1 (6.7) 5.6 (NE, NE) 1.038 (0.118, 9.108) 0.9731 

   Interaction        0.4985 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 9 (27.3) NR (6.9, NE) 8 3 (37.5) NR (0.7, NE) 0.698 (0.185, 2.632) 0.5867 

   Metastatic 181 53 (29.3) 27.8 (7.2, NE) 95 18 (18.9) NR (4.9, NE) 1.086 (0.633, 1.865) 0.7434 

   Interaction        0.4177 

 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (0.7, NE) 9 2 (22.2) NR (0.7, NE) 0.693 (0.098, 4.928) 0.7154 

   No 201 60 (29.9) 27.8 (7.2, NE) 94 19 (20.2) NR (4.9, NE) 1.076 (0.639, 1.812) 0.7716 

   Interaction        0.3941 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 5 (18.5) 19.3 (3.4, NE) 16 3 (18.8) NR (0.7, NE) 0.597 (0.120, 2.971) 0.5245 

   No 187 57 (30.5) NR (7.2, NE) 87 18 (20.7) NR (4.9, NE) 1.059 (0.620, 1.810) 0.8148 

   Interaction        0.7824 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 37 (25.9) NR (NE, NE) 66 16 (24.2) 19.4 (4.3, NE) 0.873 (0.484, 1.574) 0.6497 

   Age >= 65 Years 71 24 (33.8) 14.6 (4.1, NE) 37 10 (27.0) 6.9 (2.4, NE) 0.939 (0.442, 1.992) 0.8681 

   Interaction        0.6991 

 

Sex         

   Male 166 46 (27.7) NR (14.6, NE) 76 19 (25.0) 19.4 (3.6, NE) 0.853 (0.497, 1.464) 0.5601 

   Female 48 15 (31.3) NR (2.8, NE) 27 7 (25.9) 8.0 (4.9, NE) 1.135 (0.463, 2.786) 0.7836 

   Interaction        0.6221 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 42 (25.0) NR (NE, NE) 88 23 (26.1) 19.4 (3.6, NE) 0.774 (0.464, 1.292) 0.3260 

   White 38 14 (36.8) 14.6 (2.8, NE) 13 2 (15.4) NR (6.9, NE) 2.122 (0.478, 9.423) 0.3115 

   Other 8 5 (62.5) 4.9 (0.8, NE) 2 1 (50.0) 4.9 (NE, NE) 1.114 (0.124, 10.030) 0.8444 

   Interaction        0.3289 

 

Region         

   China 167 42 (25.1) NR (NE, NE) 88 23 (26.1) 19.4 (3.6, NE) 0.774 (0.464, 1.292) 0.3260 

   Europe 32 13 (40.6) 5.6 (1.7, NE) 13 2 (15.4) NR (6.9, NE) 2.527 (0.565, 11.314) 0.2086 

   Other 15 6 (40.0) 15.4 (1.4, NE) 2 1 (50.0) 4.9 (NE, NE) 0.778 (0.090, 6.719) 0.8753 

   Interaction        0.2648 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 13 (26.0) NR (NE, NE) 19 3 (15.8) NR (2.1, NE) 1.175 (0.333, 4.146) 0.7924 

   1 164 48 (29.3) NR (14.5, NE) 84 23 (27.4) 8.0 (4.3, NE) 0.893 (0.541, 1.475) 0.6558 

   Interaction        0.7133 

 

Smoking Status         

   Current or Former 154 45 (29.2) NR (14.6, NE) 66 16 (24.2) 19.4 (3.6, NE) 0.963 (0.542, 1.712) 0.8994 

   Never 60 16 (26.7) NR (4.9, NE) 37 10 (27.0) 6.9 (4.3, NE) 0.808 (0.365, 1.787) 0.6001 

   Interaction        0.8039 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 34 (27.2) NR (15.4, NE) 62 17 (27.4) 8.0 (4.3, NE) 0.853 (0.475, 1.532) 0.5839 

   Squamous 89 27 (30.3) 14.5 (4.9, NE) 41 9 (22.0) NR (2.4, NE) 0.974 (0.453, 2.095) 0.9539 

   Interaction        0.6969 

 

EGFR mutation at baseline         

   Wild type 143 40 (28.0) NR (15.4, NE) 75 19 (25.3) 8.0 (4.3, NE) 0.940 (0.542, 1.628) 0.8183 

   Unknown 71 21 (29.6) 14.5 (4.9, NE) 28 7 (25.0) NR (2.4, NE) 0.807 (0.339, 1.919) 0.6260 

   Interaction        0.8459 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 25 (23.1) NR (NE, NE) 48 11 (22.9) NR (2.8, NE) 0.829 (0.405, 1.698) 0.6103 

   Unknown 106 36 (34.0) 14.5 (4.9, NE) 55 15 (27.3) 8.0 (4.3, NE) 1.138 (0.623, 2.080) 0.6747 

   Interaction        0.3027 

 

Line of therapy         

   Second 180 51 (28.3) NR (14.6, NE) 88 21 (23.9) 19.4 (4.9, NE) 0.987 (0.592, 1.646) 0.9568 

   Third 34 10 (29.4) NR (4.1, NE) 15 5 (33.3) 3.6 (0.8, NE) 0.539 (0.180, 1.615) 0.2622 

   Interaction        0.3969 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 8 (24.2) NR (5.6, NE) 8 2 (25.0) NR (0.7, NE) 0.888 (0.187, 4.220) 0.8821 

   Metastatic 181 53 (29.3) NR (14.5, NE) 95 24 (25.3) 8.0 (4.3, NE) 0.938 (0.577, 1.524) 0.7941 

   Interaction        0.8389 

 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (2.1, NE) 9 2 (22.2) NR (0.8, NE) 0.541 (0.075, 3.916) 0.5367 

   No 201 59 (29.4) NR (14.6, NE) 94 24 (25.5) 8.0 (4.3, NE) 0.922 (0.571, 1.488) 0.7340 

   Interaction        0.6780 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 6 (22.2) 14.6 (1.4, NE) 16 3 (18.8) NR (2.1, NE) 1.478 (0.351, 6.233) 0.5921 

   No 187 55 (29.4) NR (15.4, NE) 87 23 (26.4) 19.4 (4.3, NE) 0.873 (0.535, 1.426) 0.5875 

   Interaction        0.5265 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 22 (15.4) NR (NE, NE) 66 7 (10.6) NR (NE, NE) 1.029 (0.437, 2.424) 0.9448 

   Age >= 65 Years 71 11 (15.5) NR (21.1, NE) 37 3 (8.1) NR (6.9, NE) 1.020 (0.276, 3.769) 0.9763 

   Interaction        0.8703 

 

Sex         

   Male 166 21 (12.7) NR (NE, NE) 76 4 (5.3) NR (NE, NE) 1.567 (0.532, 4.613) 0.4113 

   Female 48 12 (25.0) NR (7.6, NE) 27 6 (22.2) NR (5.5, NE) 0.877 (0.328, 2.343) 0.7934 

   Interaction        0.4794 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 23 (13.7) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 1.454 (0.589, 3.591) 0.4130 

   White 38 7 (18.4) NR (7.6, NE) 13 3 (23.1) 6.9 (5.5, NE) 0.411 (0.100, 1.695) 0.2050 

   Other 8 3 (37.5) 14.5 (3.5, NE) 2 1 (50.0) NR (0.8, NE) 1.229 (0.117, 12.877) 0.8632 

   Interaction        0.6084 

 

Region         

   China 167 23 (13.8) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 1.454 (0.589, 3.591) 0.4130 

   Europe 32 4 (12.5) NR (14.5, NE) 13 3 (23.1) 6.9 (5.5, NE) 0.229 (0.044, 1.208) 0.0608 

   Other 15 6 (40.0) 11.8 (3.5, NE) 2 1 (50.0) NR (0.8, NE) 1.517 (0.163, 14.137) 0.7129 

   Interaction        0.3857 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 12 (24.0) 21.1 (9.8, NE) 19 1 (5.3) NR (NE, NE) 2.735 (0.354, 21.152) 0.3129 

   1 164 21 (12.8) NR (NE, NE) 84 9 (10.7) NR (6.9, NE) 0.823 (0.373, 1.819) 0.6318 

   Interaction        0.2526 

 

Smoking Status         

   Current or Former 154 21 (13.6) NR (NE, NE) 66 5 (7.6) NR (NE, NE) 1.047 (0.387, 2.831) 0.9269 

   Never 60 12 (20.0) NR (11.7, NE) 37 5 (13.5) NR (5.5, NE) 1.230 (0.432, 3.501) 0.6966 

   Interaction        0.8582 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 20 (16.0) NR (NE, NE) 62 7 (11.3) NR (6.9, NE) 1.063 (0.447, 2.526) 0.8886 

   Squamous 89 13 (14.6) NR (21.1, NE) 41 3 (7.3) NR (NE, NE) 1.032 (0.281, 3.787) 0.9614 

   Interaction        0.9817 

 

EGFR mutation at baseline         

   Wild type 143 24 (16.8) NR (21.1, NE) 75 9 (12.0) NR (6.9, NE) 0.956 (0.441, 2.073) 0.9107 

   Unknown 71 9 (12.7) NR (NE, NE) 28 1 (3.6) NR (NE, NE) 2.207 (0.275, 17.741) 0.4448 

   Interaction        0.5173 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 16 (14.8) NR (NE, NE) 48 5 (10.4) NR (NE, NE) 0.920 (0.330, 2.566) 0.8675 

   Unknown 106 17 (16.0) NR (17.3, NE) 55 5 (9.1) NR (6.9, NE) 1.346 (0.495, 3.656) 0.5584 

   Interaction        0.4019 

 

Line of therapy         

   Second 180 25 (13.9) NR (NE, NE) 88 8 (9.1) NR (NE, NE) 1.042 (0.467, 2.328) 0.9166 

   Third 34 8 (23.5) NR (4.1, NE) 15 2 (13.3) 6.9 (NE, NE) 0.961 (0.197, 4.698) 0.9616 

   Interaction        0.8750 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 5 (15.2) NR (NE, NE) 8 2 (25.0) 5.5 (2.1, NE) 0.491 (0.095, 2.541) 0.3869 

   Metastatic 181 28 (15.5) NR (NE, NE) 95 8 (8.4) NR (NE, NE) 1.230 (0.555, 2.724) 0.6095 

   Interaction        0.2950 

 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 9 1 (11.1) NR (0.7, NE) 0.667 (0.042, 10.679) 0.7735 

   No 201 32 (15.9) NR (NE, NE) 94 9 (9.6) NR (NE, NE) 1.075 (0.508, 2.273) 0.8507 

   Interaction        0.6357 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 18275214.393 (0.000, 

NE) 

0.4602 

   No 187 32 (17.1) NR (NE, NE) 87 10 (11.5) NR (NE, NE) 0.954 (0.466, 1.955) 0.8990 

   Interaction        0.9893 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 38 (26.6) NR (NE, NE) 66 10 (15.2) NR (4.4, NE) 1.470 (0.732, 2.954) 0.2768 

   Age >= 65 Years 71 23 (32.4) 16.9 (4.3, NE) 37 5 (13.5) 20.3 (6.9, NE) 1.821 (0.685, 4.840) 0.2248 

   Interaction        0.5863 

 

Sex         

   Male 166 47 (28.3) NR (13.2, NE) 76 10 (13.2) NR (NE, NE) 1.727 (0.869, 3.429) 0.1139 

   Female 48 14 (29.2) NR (4.3, NE) 27 5 (18.5) 20.3 (3.4, NE) 1.376 (0.494, 3.829) 0.5382 

   Interaction        0.8005 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 44 (26.2) NR (16.9, NE) 88 12 (13.6) NR (NE, NE) 1.530 (0.806, 2.905) 0.1902 

   White 38 13 (34.2) 7.7 (4.3, NE) 13 2 (15.4) NR (3.4, NE) 1.944 (0.434, 8.710) 0.3796 

   Other 8 4 (50.0) NR (0.7, NE) 2 1 (50.0) 20.3 (NE, NE) 38073666.968 (0.000, 

NE) 

0.2551 

   Interaction        0.8766 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 44 (26.3) NR (16.9, NE) 88 12 (13.6) NR (NE, NE) 1.530 (0.806, 2.905) 0.1902 

   Europe 32 11 (34.4) 7.7 (4.3, NE) 13 2 (15.4) NR (3.4, NE) 1.917 (0.418, 8.791) 0.3992 

   Other 15 6 (40.0) NR (0.8, NE) 2 1 (50.0) 20.3 (NE, NE) 11432541.346 (0.000, 

NE) 

0.3123 

   Interaction        0.8539 

 

ECOG performance-status score         

   0 50 16 (32.0) NR (3.4, NE) 19 2 (10.5) 20.3 (NE, NE) 2.120 (0.486, 9.248) 0.3043 

   1 164 45 (27.4) NR (13.2, NE) 84 13 (15.5) NR (6.9, NE) 1.501 (0.807, 2.793) 0.1982 

   Interaction        0.6284 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 50 (32.5) NR (6.4, NE) 66 8 (12.1) NR (NE, NE) 2.208 (1.043, 4.672) 0.0335 

   Never 60 11 (18.3) NR (NE, NE) 37 7 (18.9) 20.3 (6.9, NE) 0.770 (0.297, 1.994) 0.5899 

   Interaction        0.1045 

 

Histology         

   Non-squamous 125 35 (28.0) NR (7.7, NE) 62 10 (16.1) NR (20.3, NE) 1.524 (0.754, 3.082) 0.2356 

   Squamous 89 26 (29.2) NR (5.6, NE) 41 5 (12.2) NR (4.4, NE) 1.688 (0.641, 4.447) 0.2871 

   Interaction        0.8117 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 40 (28.0) NR (13.2, NE) 75 11 (14.7) NR (20.3, NE) 1.642 (0.840, 3.208) 0.1428 

   Unknown 71 21 (29.6) NR (4.9, NE) 28 4 (14.3) NR (4.4, NE) 1.390 (0.472, 4.092) 0.5533 

   Interaction        0.8624 

 

ALK rearrangement at baseline         

   Wild type 108 28 (25.9) NR (NE, NE) 48 6 (12.5) NR (NE, NE) 1.669 (0.686, 4.063) 0.2542 

   Unknown 106 33 (31.1) 16.9 (4.9, NE) 55 9 (16.4) NR (6.9, NE) 1.751 (0.837, 3.663) 0.1325 

   Interaction        0.7775 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 52 (28.9) NR (7.7, NE) 88 13 (14.8) NR (20.3, NE) 1.665 (0.905, 3.062) 0.0988 

   Third 34 9 (26.5) NR (2.9, NE) 15 2 (13.3) 6.9 (1.4, NE) 1.236 (0.258, 5.918) 0.7904 

   Interaction        0.8082 

 

Disease Stage         

   Locally advanced 33 9 (27.3) NR (2.8, NE) 8 2 (25.0) 4.4 (3.4, NE) 1.207 (0.260, 5.602) 0.8125 

   Metastatic 181 52 (28.7) NR (7.7, NE) 95 13 (13.7) NR (20.3, NE) 1.689 (0.918, 3.110) 0.0886 

   Interaction        0.5858 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (1.4, NE) 9 1 (11.1) NR (1.4, NE) 1.895 (0.197, 18.226) 0.5733 

   No 201 58 (28.9) NR (13.2, NE) 94 14 (14.9) 20.3 (6.9, NE) 1.571 (0.874, 2.825) 0.1293 

   Interaction        0.8153 

 

Liver metastases at baseline         

   Yes 27 8 (29.6) 6.4 (1.4, NE) 16 2 (12.5) NR (1.6, NE) 2.357 (0.469, 11.836) 0.2819 

   No 187 53 (28.3) NR (16.9, NE) 87 13 (14.9) NR (6.9, NE) 1.513 (0.823, 2.782) 0.1794 

   Interaction        0.4961 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 23 (16.1) NR (NE, NE) 66 13 (19.7) NR (4.3, NE) 0.591 (0.298, 1.174) 0.1311 

   Age >= 65 Years 71 14 (19.7) NR (18.4, NE) 37 6 (16.2) 17.5 (6.9, NE) 0.630 (0.230, 1.730) 0.3681 

   Interaction        0.5843 

 

Sex         

   Male 166 30 (18.1) NR (NE, NE) 76 13 (17.1) 8.9 (4.3, NE) 0.638 (0.326, 1.250) 0.1919 

   Female 48 7 (14.6) NR (NE, NE) 27 6 (22.2) 17.5 (5.6, NE) 0.503 (0.166, 1.524) 0.2143 

   Interaction        0.7693 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 28 (16.7) NR (NE, NE) 88 14 (15.9) NR (5.6, NE) 0.715 (0.371, 1.375) 0.3169 

   White 38 8 (21.1) NR (7.7, NE) 13 3 (23.1) NR (0.7, NE) 0.650 (0.167, 2.536) 0.5318 

   Other 8 1 (12.5) NR (12.7, NE) 2 2 (100.0) 9.1 (0.8, NE) 0.137 (0.012, 1.520) 0.0581 

   Interaction        0.3377 

 

Region         

   China 167 28 (16.8) NR (NE, NE) 88 14 (15.9) NR (5.6, NE) 0.715 (0.371, 1.375) 0.3169 

   Europe 32 7 (21.9) NR (4.9, NE) 13 3 (23.1) NR (0.7, NE) 0.772 (0.198, 3.015) 0.7086 

   Other 15 2 (13.3) NR (9.1, NE) 2 2 (100.0) 9.1 (0.8, NE) 0.225 (0.031, 1.629) 0.1072 

   Interaction        0.3088 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 11 (22.0) NR (NE, NE) 19 3 (15.8) 17.5 (2.8, NE) 0.931 (0.257, 3.373) 0.9018 

   1 164 26 (15.9) NR (NE, NE) 84 16 (19.0) 8.9 (5.6, NE) 0.509 (0.266, 0.977) 0.0403 

   Interaction        0.4803 

 

Smoking Status         

   Current or Former 154 29 (18.8) NR (NE, NE) 66 10 (15.2) 8.9 (8.9, NE) 0.813 (0.389, 1.700) 0.5920 

   Never 60 8 (13.3) NR (NE, NE) 37 9 (24.3) 6.9 (4.3, NE) 0.375 (0.142, 0.989) 0.0392 

   Interaction        0.2692 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 18 (14.4) NR (NE, NE) 62 13 (21.0) 8.9 (5.6, NE) 0.454 (0.217, 0.949) 0.0315 

   Squamous 89 19 (21.3) NR (NE, NE) 41 6 (14.6) NR (NE, NE) 0.928 (0.364, 2.368) 0.8887 

   Interaction        0.3285 

 

EGFR mutation at baseline         

   Wild type 143 20 (14.0) NR (NE, NE) 75 15 (20.0) 8.9 (5.6, NE) 0.453 (0.226, 0.909) 0.0224 

   Unknown 71 17 (23.9) NR (5.7, NE) 28 4 (14.3) NR (NE, NE) 1.098 (0.366, 3.292) 0.8572 

   Interaction        0.2059 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 15 (13.9) NR (NE, NE) 48 5 (10.4) NR (NE, NE) 1.011 (0.362, 2.820) 0.9811 

   Unknown 106 22 (20.8) NR (9.1, NE) 55 14 (25.5) 8.9 (5.6, NE) 0.567 (0.287, 1.117) 0.0996 

   Interaction        0.6407 

 

Line of therapy         

   Second 180 30 (16.7) NR (NE, NE) 88 15 (17.0) 17.5 (5.6, NE) 0.684 (0.363, 1.286) 0.2327 

   Third 34 7 (20.6) NR (4.9, NE) 15 4 (26.7) 6.9 (0.7, NE) 0.356 (0.098, 1.290) 0.1107 

   Interaction        0.4290 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 6 (18.2) NR (18.4, NE) 8 1 (12.5) NR (0.7, NE) 1.074 (0.125, 9.255) 0.9482 

   Metastatic 181 31 (17.1) NR (NE, NE) 95 18 (18.9) 17.5 (5.6, NE) 0.597 (0.330, 1.080) 0.0863 

   Interaction        0.6317 

 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (1.4, NE) 9 2 (22.2) NR (0.7, NE) 0.543 (0.076, 3.872) 0.5361 

   No 201 35 (17.4) NR (NE, NE) 94 17 (18.1) 17.5 (6.9, NE) 0.634 (0.350, 1.147) 0.1301 

   Interaction        0.6154 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 3 (11.1) NR (2.3, NE) 16 2 (12.5) NR (2.8, NE) 1.005 (0.167, 6.047) 0.9955 

   No 187 34 (18.2) NR (NE, NE) 87 17 (19.5) 17.5 (6.9, NE) 0.593 (0.326, 1.078) 0.0850 

   Interaction        0.6720 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 31 (21.7) NR (NE, NE) 66 9 (13.6) NR (5.6, NE) 1.272 (0.603, 2.680) 0.5243 

   Age >= 65 Years 71 14 (19.7) NR (8.4, NE) 37 5 (13.5) NR (6.9, NE) 0.885 (0.311, 2.519) 0.8181 

   Interaction        0.7070 

 

Sex         

   Male 166 33 (19.9) NR (NE, NE) 76 10 (13.2) NR (NE, NE) 1.102 (0.539, 2.253) 0.7873 

   Female 48 12 (25.0) NR (6.2, NE) 27 4 (14.8) NR (4.9, NE) 1.557 (0.501, 4.838) 0.4446 

   Interaction        0.5128 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 28 (16.7) NR (NE, NE) 88 11 (12.5) NR (5.6, NE) 0.989 (0.489, 2.000) 0.9771 

   White 38 14 (36.8) 7.7 (4.2, NE) 13 3 (23.1) 6.9 (4.9, NE) 1.398 (0.397, 4.920) 0.5961 

   Other 8 3 (37.5) NR (0.7, NE) 2 0 (0.0) NR (NE, NE) 35203589.490 (0.000, 

NE) 

0.3681 

   Interaction        0.8300 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 28 (16.8) NR (NE, NE) 88 11 (12.5) NR (5.6, NE) 0.989 (0.489, 2.000) 0.9771 

   Europe 32 12 (37.5) 7.7 (5.8, NE) 13 3 (23.1) 6.9 (4.9, NE) 1.417 (0.394, 5.096) 0.5881 

   Other 15 5 (33.3) NR (3.6, NE) 2 0 (0.0) NR (NE, NE) 11210491.493 (0.000, 

NE) 

0.3793 

   Interaction        0.7898 

 

ECOG performance-status score         

   0 50 11 (22.0) NR (15.9, NE) 19 4 (21.1) NR (0.8, NE) 0.695 (0.220, 2.198) 0.5575 

   1 164 34 (20.7) NR (NE, NE) 84 10 (11.9) NR (5.6, NE) 1.310 (0.643, 2.668) 0.4584 

   Interaction        0.3180 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 35 (22.7) NR (15.9, NE) 66 8 (12.1) NR (NE, NE) 1.347 (0.620, 2.926) 0.4490 

   Never 60 10 (16.7) NR (NE, NE) 37 6 (16.2) 6.9 (4.9, NE) 0.869 (0.314, 2.403) 0.7848 

   Interaction        0.5834 

 

Histology         

   Non-squamous 125 25 (20.0) NR (NE, NE) 62 8 (12.9) NR (5.6, NE) 1.312 (0.590, 2.914) 0.5045 

   Squamous 89 20 (22.5) NR (10.4, NE) 41 6 (14.6) NR (NE, NE) 0.879 (0.342, 2.260) 0.7891 

   Interaction        0.6056 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 33 (23.1) NR (NE, NE) 75 9 (12.0) NR (5.6, NE) 1.559 (0.743, 3.271) 0.2381 

   Unknown 71 12 (16.9) NR (15.9, NE) 28 5 (17.9) NR (NE, NE) 0.531 (0.182, 1.547) 0.2414 

   Interaction        0.1110 

 

ALK rearrangement at baseline         

   Wild type 108 25 (23.1) NR (NE, NE) 48 4 (8.3) NR (5.7, NE) 1.891 (0.648, 5.517) 0.2370 

   Unknown 106 20 (18.9) NR (15.9, NE) 55 10 (18.2) NR (5.6, NE) 0.884 (0.414, 1.891) 0.7532 

   Interaction        0.2913 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 37 (20.6) NR (NE, NE) 88 13 (14.8) NR (5.6, NE) 1.037 (0.549, 1.959) 0.9091 

   Third 34 8 (23.5) NR (5.7, NE) 15 1 (6.7) 6.9 (NE, NE) 2.465 (0.303, 20.087) 0.3881 

   Interaction        0.4861 

 

Disease Stage         

   Locally advanced 33 4 (12.1) NR (10.4, NE) 8 3 (37.5) NR (0.8, NE) 0.111 (0.018, 0.695) 0.0056 

   Metastatic 181 41 (22.7) NR (NE, NE) 95 11 (11.6) NR (5.7, NE) 1.537 (0.787, 3.000) 0.2053 

   Interaction        0.0254 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 9 0 (0.0) NR (NE, NE) 55002863.742 (0.000, 

NE) 

0.4250 

   No 201 44 (21.9) NR (NE, NE) 94 14 (14.9) NR (5.6, NE) 1.088 (0.593, 1.996) 0.7836 

   Interaction        0.9843 

 

Liver metastases at baseline         

   Yes 27 2 (7.4) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 1.384 (0.125, 15.308) 0.7899 

   No 187 43 (23.0) NR (NE, NE) 87 13 (14.9) NR (5.7, NE) 1.120 (0.600, 2.092) 0.7182 

   Interaction        0.9584 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 30 (21.0) NR (NE, NE) 66 8 (12.1) 20.8 (20.8, NE) 1.480 (0.677, 3.235) 0.3240 

   Age >= 65 Years 71 17 (23.9) NR (14.2, NE) 37 5 (13.5) NR (6.9, NE) 1.034 (0.369, 2.895) 0.9459 

   Interaction        0.7993 

 

Sex         

   Male 166 34 (20.5) NR (NE, NE) 76 10 (13.2) 20.8 (20.8, NE) 1.118 (0.547, 2.284) 0.7552 

   Female 48 13 (27.1) NR (5.6, NE) 27 3 (11.1) NR (6.9, NE) 2.264 (0.644, 7.951) 0.1916 

   Interaction        0.3665 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 35 (20.8) NR (NE, NE) 88 11 (12.5) 20.8 (20.8, NE) 1.326 (0.670, 2.626) 0.4150 

   White 38 8 (21.1) NR (5.6, NE) 13 2 (15.4) NR (4.1, NE) 1.061 (0.224, 5.035) 0.9404 

   Other 8 4 (50.0) 3.5 (1.4, NE) 2 0 (0.0) NR (NE, NE) 141962598.222 

(0.000, NE) 

0.1396 

   Interaction        0.9984 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  26AUG2024 06:51  t-14-02-02-04-11-03-s-eff-tteqs-subgrp-c30-fa.rtf 

2661



Protocol BGB-A317-303 Page 80 of 106 
 

Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 35 (21.0) NR (NE, NE) 88 11 (12.5) 20.8 (20.8, NE) 1.326 (0.670, 2.626) 0.4150 

   Europe 32 4 (12.5) NR (NE, NE) 13 2 (15.4) NR (4.1, NE) 0.654 (0.118, 3.628) 0.6249 

   Other 15 8 (53.3) 3.5 (2.9, NE) 2 0 (0.0) NR (NE, NE) 42725858.870 (0.000, 

NE) 

0.1339 

   Interaction        0.8311 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 13 (26.0) NR (14.6, NE) 19 0 (0.0) NR (NE, NE) 13642937.091 (0.000, 

NE) 

0.0484 

   1 164 34 (20.7) NR (NE, NE) 84 13 (15.5) 20.8 (6.9, NE) 1.001 (0.524, 1.915) 0.9956 

   Interaction        0.9822 

 

Smoking Status         

   Current or Former 154 32 (20.8) NR (NE, NE) 66 9 (13.6) 20.8 (5.1, NE) 1.045 (0.493, 2.218) 0.9024 

   Never 60 15 (25.0) NR (14.5, NE) 37 4 (10.8) NR (6.9, NE) 2.126 (0.705, 6.413) 0.1727 

   Interaction        0.3234 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 26 (20.8) NR (NE, NE) 62 9 (14.5) NR (20.8, NE) 1.202 (0.561, 2.573) 0.6363 

   Squamous 89 21 (23.6) NR (14.2, NE) 41 4 (9.8) NR (5.1, NE) 1.577 (0.531, 4.687) 0.4085 

   Interaction        0.5673 

 

EGFR mutation at baseline         

   Wild type 143 30 (21.0) NR (NE, NE) 75 11 (14.7) 20.8 (6.9, NE) 1.161 (0.579, 2.327) 0.6727 

   Unknown 71 17 (23.9) NR (14.2, NE) 28 2 (7.1) NR (3.6, NE) 2.187 (0.497, 9.617) 0.2864 

   Interaction        0.3809 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 22 (20.4) NR (NE, NE) 48 7 (14.6) NR (5.1, NE) 1.148 (0.486, 2.708) 0.7514 

   Unknown 106 25 (23.6) NR (14.2, NE) 55 6 (10.9) NR (6.9, NE) 1.794 (0.735, 4.380) 0.1931 

   Interaction        0.2668 

 

Line of therapy         

   Second 180 34 (18.9) NR (NE, NE) 88 11 (12.5) NR (20.8, NE) 1.179 (0.594, 2.341) 0.6336 

   Third 34 13 (38.2) 14.2 (2.9, NE) 15 2 (13.3) 6.9 (NE, NE) 1.959 (0.435, 8.818) 0.3726 

   Interaction        0.5476 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 8 (24.2) NR (5.6, NE) 8 1 (12.5) NR (4.1, NE) 1.889 (0.235, 15.213) 0.5459 

   Metastatic 181 39 (21.5) NR (NE, NE) 95 12 (12.6) 20.8 (20.8, NE) 1.298 (0.676, 2.494) 0.4330 

   Interaction        0.7824 

 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (0.7, NE) 9 1 (11.1) NR (1.4, NE) 2.121 (0.220, 20.441) 0.5054 

   No 201 44 (21.9) NR (NE, NE) 94 12 (12.8) 20.8 (20.8, NE) 1.304 (0.685, 2.484) 0.4168 

   Interaction        0.7815 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 3 (11.1) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 62046395.097 (0.000, 

NE) 

0.1384 

   No 187 44 (23.5) NR (NE, NE) 87 13 (14.9) 20.8 (6.9, NE) 1.173 (0.629, 2.188) 0.6151 

   Interaction        0.9855 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 20 (14.0) NR (NE, NE) 66 4 (6.1) NR (11.9, NE) 1.931 (0.658, 5.662) 0.2223 

   Age >= 65 Years 71 11 (15.5) NR (NE, NE) 37 3 (8.1) NR (NE, NE) 1.287 (0.351, 4.720) 0.7040 

   Interaction        0.7072 

 

Sex         

   Male 166 19 (11.4) NR (NE, NE) 76 4 (5.3) NR (NE, NE) 1.691 (0.572, 5.001) 0.3358 

   Female 48 12 (25.0) NR (6.6, NE) 27 3 (11.1) NR (11.9, NE) 2.118 (0.597, 7.511) 0.2351 

   Interaction        0.7161 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  26AUG2024 06:51  t-14-02-02-04-11-03-s-eff-tteqs-subgrp-c30-fa.rtf 

2668



Protocol BGB-A317-303 Page 87 of 106 
 

Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 22 (13.1) NR (NE, NE) 88 4 (4.5) NR (NE, NE) 2.445 (0.841, 7.108) 0.0898 

   White 38 7 (18.4) NR (7.6, NE) 13 2 (15.4) 11.9 (11.9, NE) 0.997 (0.206, 4.817) 0.9969 

   Other 8 2 (25.0) NR (0.8, NE) 2 1 (50.0) 3.5 (NE, NE) 0.250 (0.016, 3.997) 0.2888 

   Interaction        0.3738 

 

Region         

   China 167 22 (13.2) NR (NE, NE) 88 4 (4.5) NR (NE, NE) 2.445 (0.841, 7.108) 0.0898 

   Europe 32 6 (18.8) NR (7.6, NE) 13 2 (15.4) 11.9 (11.9, NE) 1.084 (0.218, 5.389) 0.9210 

   Other 15 3 (20.0) NR (6.2, NE) 2 1 (50.0) 3.5 (NE, NE) 0.126 (0.008, 2.025) 0.0826 

   Interaction        0.3056 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 8 (16.0) NR (NE, NE) 19 1 (5.3) NR (3.5, NE) 2.138 (0.267, 17.144) 0.4662 

   1 164 23 (14.0) NR (NE, NE) 84 6 (7.1) NR (11.9, NE) 1.580 (0.640, 3.901) 0.3153 

   Interaction        0.8130 

 

Smoking Status         

   Current or Former 154 19 (12.3) NR (NE, NE) 66 4 (6.1) NR (NE, NE) 1.587 (0.536, 4.700) 0.3959 

   Never 60 12 (20.0) NR (7.6, NE) 37 3 (8.1) NR (4.3, NE) 2.306 (0.650, 8.182) 0.1841 

   Interaction        0.5870 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 21 (16.8) NR (NE, NE) 62 5 (8.1) NR (11.9, NE) 1.735 (0.652, 4.613) 0.2644 

   Squamous 89 10 (11.2) NR (NE, NE) 41 2 (4.9) NR (NE, NE) 1.863 (0.407, 8.527) 0.4117 

   Interaction        0.8809 

 

EGFR mutation at baseline         

   Wild type 143 24 (16.8) NR (NE, NE) 75 6 (8.0) NR (11.9, NE) 1.727 (0.703, 4.243) 0.2278 

   Unknown 71 7 (9.9) NR (NE, NE) 28 1 (3.6) NR (NE, NE) 2.012 (0.247, 16.423) 0.5054 

   Interaction        0.9695 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 22 (20.4) NR (NE, NE) 48 2 (4.2) NR (NE, NE) 4.113 (0.962, 17.587) 0.0385 

   Unknown 106 9 (8.5) NR (NE, NE) 55 5 (9.1) NR (11.9, NE) 0.724 (0.242, 2.166) 0.5639 

   Interaction        0.0843 

 

Line of therapy         

   Second 180 27 (15.0) NR (NE, NE) 88 7 (8.0) NR (11.9, NE) 1.496 (0.649, 3.450) 0.3405 

   Third 34 4 (11.8) NR (NE, NE) 15 0 (0.0) NR (NE, NE) 14253601.984 (0.000, 

NE) 

0.2511 

   Interaction        0.9890 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 2 (6.1) NR (NE, NE) 8 1 (12.5) 11.9 (NE, NE) 0.435 (0.039, 4.900) 0.4886 

   Metastatic 181 29 (16.0) NR (NE, NE) 95 6 (6.3) NR (NE, NE) 1.994 (0.825, 4.820) 0.1173 

   Interaction        0.2594 

 

Brain metastases at baseline         

   Yes 13 4 (30.8) NR (0.7, NE) 9 0 (0.0) NR (NE, NE) 54596967.589 (0.000, 

NE) 

0.1140 

   No 201 27 (13.4) NR (NE, NE) 94 7 (7.4) NR (11.9, NE) 1.395 (0.605, 3.221) 0.4319 

   Interaction        0.9847 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 2 (7.4) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 58417587.568 (0.000, 

NE) 

0.2444 

   No 187 29 (15.5) NR (NE, NE) 87 7 (8.0) NR (11.9, NE) 1.483 (0.647, 3.397) 0.3472 

   Interaction        0.9888 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 9 (6.3) NR (NE, NE) 66 3 (4.5) NR (NE, NE) 0.959 (0.259, 3.552) 0.9515 

   Age >= 65 Years 71 3 (4.2) NR (NE, NE) 37 2 (5.4) 17.2 (10.4, NE) 0.203 (0.032, 1.304) 0.0663 

   Interaction        0.4311 

 

Sex         

   Male 166 9 (5.4) NR (NE, NE) 76 3 (3.9) NR (17.2, NE) 0.743 (0.198, 2.792) 0.6594 

   Female 48 3 (6.3) NR (NE, NE) 27 2 (7.4) NR (10.4, NE) 0.657 (0.109, 3.943) 0.6435 

   Interaction        0.9763 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 7 (4.2) NR (NE, NE) 88 4 (4.5) NR (17.2, NE) 0.518 (0.148, 1.807) 0.2940 

   White 38 5 (13.2) NR (NE, NE) 13 0 (0.0) NR (NE, NE) 13550321.404 (0.000, 

NE) 

0.2260 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) 10.4 (NE, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 7 (4.2) NR (NE, NE) 88 4 (4.5) NR (17.2, NE) 0.518 (0.148, 1.807) 0.2940 

   Europe 32 4 (12.5) NR (6.5, NE) 13 0 (0.0) NR (NE, NE) 15029217.514 (0.000, 

NE) 

0.2200 

   Other 15 1 (6.7) NR (5.7, NE) 2 1 (50.0) 10.4 (NE, NE) 0.144 (0.009, 2.324) 0.1127 

   Interaction        0.6552 

 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 19 1 (5.3) NR (10.4, NE) 0.356 (0.032, 3.935) 0.3785 

   1 164 10 (6.1) NR (NE, NE) 84 4 (4.8) NR (17.2, NE) 0.803 (0.249, 2.592) 0.7134 

   Interaction        0.5815 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 10 (6.5) NR (NE, NE) 66 3 (4.5) 17.2 (17.2, NE) 0.725 (0.196, 2.677) 0.6282 

   Never 60 2 (3.3) NR (NE, NE) 37 2 (5.4) NR (10.4, NE) 0.460 (0.064, 3.284) 0.4272 

   Interaction        0.7281 

 

Histology         

   Non-squamous 125 6 (4.8) NR (NE, NE) 62 4 (6.5) NR (10.4, NE) 0.483 (0.135, 1.730) 0.2537 

   Squamous 89 6 (6.7) NR (NE, NE) 41 1 (2.4) NR (NE, NE) 1.353 (0.159, 11.479) 0.7809 

   Interaction        0.4869 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 8 (5.6) NR (NE, NE) 75 4 (5.3) NR (10.4, NE) 0.632 (0.188, 2.128) 0.4561 

   Unknown 71 4 (5.6) NR (NE, NE) 28 1 (3.6) NR (3.6, NE) 0.790 (0.087, 7.189) 0.8343 

   Interaction        0.9754 

 

ALK rearrangement at baseline         

   Wild type 108 8 (7.4) -- 48 1 (2.1) -- -- -- 

   Unknown 106 4 (3.8) -- 55 4 (7.3) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 10 (5.6) NR (NE, NE) 88 4 (4.5) NR (10.4, NE) 0.726 (0.225, 2.342) 0.5907 

   Third 34 2 (5.9) NR (NE, NE) 15 1 (6.7) NR (1.4, NE) 0.387 (0.032, 4.616) 0.4372 

   Interaction        0.5173 

 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 11173815.809 (0.000, 

NE) 

0.6949 

   Metastatic 181 11 (6.1) NR (NE, NE) 95 5 (5.3) NR (10.4, NE) 0.664 (0.227, 1.940) 0.4517 

   Interaction        0.9936 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (2.7, NE) 9 1 (11.1) NR (1.4, NE) 0.408 (0.025, 6.622) 0.5151 

   No 201 11 (5.5) NR (NE, NE) 94 4 (4.3) NR (10.4, NE) 0.712 (0.223, 2.271) 0.5644 

   Interaction        0.7648 

 

Liver metastases at baseline         

   Yes 27 0 (0.0) NR (NE, NE) 16 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   No 187 12 (6.4) NR (NE, NE) 87 5 (5.7) NR (10.4, NE) 0.636 (0.222, 1.820) 0.3948 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 19 (13.3) NR (NE, NE) 66 10 (15.2) NR (NE, NE) 0.701 (0.325, 1.513) 0.3583 

   Age >= 65 Years 71 14 (19.7) NR (NE, NE) 37 3 (8.1) NR (NE, NE) 2.095 (0.598, 7.343) 0.2366 

   Interaction        0.1322 

 

Sex         

   Male 166 24 (14.5) NR (NE, NE) 76 9 (11.8) NR (NE, NE) 0.966 (0.446, 2.090) 0.9300 

   Female 48 9 (18.8) NR (12.0, NE) 27 4 (14.8) NR (NE, NE) 1.113 (0.343, 3.617) 0.8562 

   Interaction        0.8611 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 26 (15.5) NR (NE, NE) 88 12 (13.6) NR (NE, NE) 0.897 (0.450, 1.787) 0.7496 

   White 38 5 (13.2) NR (NE, NE) 13 1 (7.7) NR (NE, NE) 1.496 (0.174, 12.879) 0.7202 

   Other 8 2 (25.0) NR (0.8, NE) 2 0 (0.0) NR (NE, NE) 35482460.582 (0.000, 

NE) 

0.4643 

   Interaction        0.8889 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 26 (15.6) NR (NE, NE) 88 12 (13.6) NR (NE, NE) 0.897 (0.450, 1.787) 0.7496 

   Europe 32 5 (15.6) NR (12.0, NE) 13 1 (7.7) NR (NE, NE) 1.841 (0.214, 15.847) 0.5807 

   Other 15 2 (13.3) NR (NE, NE) 2 0 (0.0) NR (NE, NE) 11090255.039 (0.000, 

NE) 

0.5860 

   Interaction        0.7981 

 

ECOG performance-status score         

   0 50 5 (10.0) NR (NE, NE) 19 3 (15.8) NR (0.8, NE) 0.433 (0.103, 1.816) 0.2445 

   1 164 28 (17.1) NR (NE, NE) 84 10 (11.9) NR (NE, NE) 1.215 (0.588, 2.511) 0.6015 

   Interaction        0.1738 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 25 (16.2) NR (NE, NE) 66 10 (15.2) NR (NE, NE) 0.826 (0.394, 1.732) 0.6142 

   Never 60 8 (13.3) NR (NE, NE) 37 3 (8.1) NR (NE, NE) 1.507 (0.400, 5.682) 0.5446 

   Interaction        0.4713 

 

Histology         

   Non-squamous 125 18 (14.4) NR (NE, NE) 62 7 (11.3) NR (NE, NE) 1.125 (0.470, 2.697) 0.7916 

   Squamous 89 15 (16.9) NR (NE, NE) 41 6 (14.6) NR (2.9, NE) 0.797 (0.304, 2.093) 0.6436 

   Interaction        0.7118 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 19 (13.3) NR (NE, NE) 75 9 (12.0) NR (NE, NE) 0.964 (0.435, 2.136) 0.9254 

   Unknown 71 14 (19.7) NR (NE, NE) 28 4 (14.3) NR (NE, NE) 0.918 (0.298, 2.834) 0.8852 

   Interaction        0.9107 

 

ALK rearrangement at baseline         

   Wild type 108 17 (15.7) NR (NE, NE) 48 8 (16.7) NR (NE, NE) 0.705 (0.301, 1.652) 0.4181 

   Unknown 106 16 (15.1) NR (NE, NE) 55 5 (9.1) NR (NE, NE) 1.449 (0.530, 3.960) 0.4633 

   Interaction        0.2704 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 29 (16.1) NR (NE, NE) 88 13 (14.8) NR (NE, NE) 0.908 (0.471, 1.750) 0.7680 

   Third 34 4 (11.8) NR (7.0, NE) 15 0 (0.0) NR (NE, NE) 14279063.698 (0.000, 

NE) 

0.2712 

   Interaction        0.9868 

 

Disease Stage         

   Locally advanced 33 5 (15.2) NR (NE, NE) 8 2 (25.0) NR (0.7, NE) 0.619 (0.120, 3.194) 0.5580 

   Metastatic 181 28 (15.5) NR (NE, NE) 95 11 (11.6) NR (NE, NE) 1.059 (0.526, 2.135) 0.8721 

   Interaction        0.4656 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (0.7, NE) 9 1 (11.1) NR (1.4, NE) 2.121 (0.220, 20.441) 0.5054 

   No 201 30 (14.9) NR (NE, NE) 94 12 (12.8) NR (NE, NE) 0.946 (0.483, 1.854) 0.8702 

   Interaction        0.5640 

 

Liver metastases at baseline         

   Yes 27 3 (11.1) NR (5.3, NE) 16 2 (12.5) NR (1.4, NE) 0.768 (0.125, 4.715) 0.7775 

   No 187 30 (16.0) NR (NE, NE) 87 11 (12.6) NR (NE, NE) 1.031 (0.515, 2.063) 0.9322 

   Interaction        0.8945 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.2.2.4.11.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

ECOG performance-status score: 0

Outcome: Social Functioning

0 3 6 9 12 15 18 21 24 27 30
50 19 15 8 6 6 5 3 1 1 0
19 3 1 1 1 1 0 0 0 0 0

Time:
Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

S
u
rv

iv
al

 P
ro

b
ab

il
it

y

T islelizumab: n = 50, events = 14, Median: NR, 95% CI: 2.8 - NE
Docetaxel: n = 19, events = 7, Median: 4.9, 95% CI: 0.7 - NE

HR (95% CI): 0.426 (0.170, 1.069)
Log-rank test p-value: 0.0647

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.11.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

ECOG performance-status score: 1

Outcome: Social Functioning
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T islelizumab: n = 164, events = 48, Median: 27.8, 95% CI: 7.0 - NE
Docetaxel: n = 84, events = 14, Median: NR, 95% CI: 5.6 - NE

HR (95% CI): 1.322 (0.724, 2.414)
Log-rank test p-value: 0.3494

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.11.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Disease Stage: Locally advanced

Outcome: Insomnia
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T islelizumab: n = 33, events = 4, Median: NR, 95% CI: 10.4 - NE
Docetaxel: n = 8, events = 3, Median: NR, 95% CI: 0.8 - NE

HR (95% CI): 0.111 (0.018, 0.695)
Log-rank test p-value: 0.0056

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.11.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Disease Stage: Metastatic

Outcome: Insomnia
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T islelizumab: n = 181, events = 41, Median: NR, 95% CI: NE - NE
Docetaxel: n = 95, events = 11, Median: NR, 95% CI: 5.7 - NE

HR (95% CI): 1.537 (0.787, 3.000)
Log-rank test p-value: 0.2053

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 32.5 (24.81)  32.6 (25.45)  32.6 (24.97)  

Median 33.3  33.3  33.3  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 33.3 (26.22) 1.4 (23.89) 34.5 (27.11) 4.4 (23.01) 33.7 (26.44) 2.3 (23.63) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 28.2 (23.88) -3.3 (23.68) 32.9 (25.69) 2.9 (22.52) 29.5 (24.45) -1.5 (23.47) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 24.2 (21.90) -7.4 (23.86) 28.8 (23.40) -1.5 (18.96) 25.3 (22.31) -5.9 (22.81) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 22.1 (22.11) -9.0 (24.63) 26.9 (24.97) 0.9 (24.54) 23.2 (22.79) -6.8 (24.89) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 21.2 (20.16) -10.3 (23.08) 26.3 (27.33) 0.0 (27.64) 22.4 (22.06) -7.9 (24.52) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 19.5 (22.08) -12.4 (25.39) 28.6 (26.43) 4.8 (30.34) 21.2 (23.08) -9.3 (27.05) 

Median 0.0 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 19.9 (22.31) -12.0 (24.74) 27.8 (26.20) 3.7 (15.71) 21.2 (23.07) -9.3 (24.14) 

Median 0.0 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 18.8 (21.77) -12.5 (26.18) 23.5 (22.87) -2.0 (27.56) 19.6 (21.92) -10.7 (26.59) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -67, 33 0, 67 -67, 33 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 20.8 (22.22) -11.6 (26.71) 26.7 (28.73) 2.2 (23.46) 21.8 (23.42) -9.1 (26.56) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 16.7 (22.67) -15.7 (26.69) 26.7 (28.73) 2.2 (29.46) 18.5 (24.00) -12.4 (27.89) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 18.8 (22.28) -12.9 (23.65) 35.7 (30.56) 9.5 (27.51) 21.9 (24.68) -8.8 (25.74) 

Median 0.0 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 20.8 (22.53) -10.1 (22.85) 29.6 (35.14) 11.1 (33.33) 22.1 (24.49) -7.2 (25.34) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 20.8 (24.26) -10.1 (27.65) 25.9 (36.43) 7.4 (36.43) 21.5 (25.97) -7.7 (29.33) 

Median 16.7 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 22.0 (25.27) -9.4 (24.79) 25.9 (32.39) 7.4 (32.39) 22.6 (26.15) -7.0 (26.40) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -100, 67 0, 100 -33, 67 0, 100 -100, 67 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 20.4 (21.32) -10.9 (21.93) 20.8 (24.80) 0.0 (30.86) 20.5 (21.60) -9.4 (23.36) 

Median 33.3 0.0 16.7 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 18.0 (20.44) -12.7 (22.22) 29.2 (27.82) 8.3 (34.50) 19.5 (21.66) -9.8 (24.98) 

Median 0.0 0.0 33.3 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 -16.7, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 18.0 (23.53) -12.7 (23.22) 16.7 (25.20) -4.2 (21.36) 17.8 (23.54) -11.5 (22.99) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 20.1 (25.49) -9.7 (23.78) 25.0 (29.55) 4.2 (33.03) 20.8 (25.87) -7.7 (25.42) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 -16.7, 16.7 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 67 0, 100 -67, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 19.6 (22.85) -10.9 (25.39) 16.7 (17.82) -4.2 (21.36) 19.1 (22.06) -9.9 (24.77) 

Median 16.7 0.0 16.7 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -100, 33 0, 33 -33, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 20.0 (20.60) -11.1 (24.62) 20.8 (24.80) 0.0 (25.20) 20.1 (21.02) -9.4 (24.79) 

Median 33.3 0.0 16.7 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -16.7, 16.7 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 19.7 (24.19) -11.4 (22.67) 20.0 (18.26) -6.7 (27.89) 19.7 (23.49) -10.9 (22.96) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 18.4 (20.06) -13.2 (22.65) 26.7 (14.91) 0.0 (23.57) 19.4 (19.56) -11.6 (22.87) 

Median 16.7 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 19.8 (25.41) -12.6 (25.28) 26.7 (14.91) 0.0 (23.57) 20.6 (24.36) -11.1 (25.15) 

Median 0.0 0.0 33.3 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 17.1 (21.95) -15.2 (21.91) 26.7 (27.89) 0.0 (33.33) 18.3 (22.58) -13.3 (23.63) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 17.2 (22.24) -15.2 (23.70) 26.7 (27.89) 0.0 (40.82) 18.4 (22.86) -13.2 (26.33) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 19.2 (23.61) -13.1 (24.92) 33.3 (23.57) 6.7 (27.89) 21.1 (23.79) -10.5 (25.83) 

Median 0.0 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 33 0, 100 -67, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 16.2 (20.62) -16.2 (29.01) 33.3 (23.57) 6.7 (27.89) 18.4 (21.50) -13.2 (29.55) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -100, 33 0, 67 -33, 33 0, 67 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 18.9 (22.63) -14.4 (22.63) 20.0 (29.81) -6.7 (27.89) 19.0 (23.27) -13.3 (23.15) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 19.2 (26.95) -11.5 (22.98) 16.7 (19.25) -8.3 (16.67) 18.9 (25.80) -11.1 (22.03) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 33 -33, 0 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 18.1 (21.93) -13.9 (19.45) 8.3 (16.67) -16.7 (19.25) 16.7 (21.28) -14.3 (19.09) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 16.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 0 0, 33 -33, 0 0, 67 -67, 0 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 20.0 (25.13) -13.3 (22.69) 8.3 (16.67) -16.7 (19.25) 18.1 (24.04) -13.9 (21.80) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 16.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 0 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 18.8 (27.13) -14.6 (24.25) 11.1 (19.25) -22.2 (19.25) 17.5 (25.74) -15.8 (23.22) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 0 0, 67 -67, 33 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 18.8 (27.13) -14.6 (24.25) 0.0 (NE) -33.3 (NE) 17.6 (26.66) -15.7 (23.91) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 0 -33, -33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 16.7 (24.34) -16.7 (24.34) 0.0 (NE) -33.3 (NE) 15.7 (23.91) -17.6 (23.91) 

Median 0.0 -16.7 0.0 -33.3 0.0 -33.3 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 0 -33, -33 0, 67 -67, 33 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 17.8 (24.77) -13.3 (24.56) 0.0 (NE) -33.3 (NE) 16.7 (24.34) -14.6 (24.25) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 0 -33, -33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 17.8 (24.77) -13.3 (24.56) 0.0 (NE) -33.3 (NE) 16.7 (24.34) -14.6 (24.25) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 0 -33, -33 0, 67 -67, 33 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 21.4 (28.06) -7.1 (19.30) 0.0 (NE) -33.3 (NE) 20.0 (27.60) -8.9 (19.79) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 0, 0 -33, -33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 21.4 (33.61) -7.1 (19.30) 0.0 (NE) -33.3 (NE) 20.0 (32.85) -8.9 (19.79) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 0 -33, -33 0, 100 -33, 33 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 20.5 (28.99) -7.7 (14.62) 0.0 (NE) -33.3 (NE) 19.0 (28.39) -9.5 (15.63) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 0 0, 0 -33, -33 0, 67 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 13.3 (23.31) -6.7 (21.08) 0.0 (NE) -33.3 (NE) 12.1 (22.47) -9.1 (21.56) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 0, 0 -33, -33 0, 67 -33, 33 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 12.5 (24.80) -8.3 (15.43) 33.3 (NE) 0.0 (NE) 14.8 (24.22) -7.4 (14.70) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 33.3, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -33, 0 33, 33 0, 0 0, 67 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 14.3 (26.23) -9.5 (16.27) 33.3 (NE) 0.0 (NE) 16.7 (25.20) -8.3 (15.43) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 0.0 0.0, 33.3 -16.7, 0.0 

Min, Max 0, 67 -33, 0 33, 33 0, 0 0, 67 -33, 0 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 14.3 (26.23) -9.5 (16.27) 33.3 (NE) 0.0 (NE) 16.7 (25.20) -8.3 (15.43) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 0.0 0.0, 33.3 -16.7, 0.0 

Min, Max 0, 67 -33, 0 33, 33 0, 0 0, 67 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 14.3 (26.23) -9.5 (16.27) 0.0 (NE) -33.3 (NE) 12.5 (24.80) -12.5 (17.25) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 16.7 -33.3, 0.0 

Min, Max 0, 67 -33, 0 0, 0 -33, -33 0, 67 -33, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 14.3 (26.23) -9.5 (16.27) 0.0 (NE) -33.3 (NE) 12.5 (24.80) -12.5 (17.25) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 16.7 -33.3, 0.0 

Min, Max 0, 67 -33, 0 0, 0 -33, -33 0, 67 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 16.7 (27.89) -11.1 (17.21) 33.3 (NE) 0.0 (NE) 19.0 (26.23) -9.5 (16.27) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 0 33, 33 0, 0 0, 67 -33, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 8.3 (16.67) -16.7 (19.25) 0.0 (NE) -33.3 (NE) 6.7 (14.91) -20.0 (18.26) 

Median 0.0 -16.7 0.0 -33.3 0.0 -33.3 

Q1, Q3 0.0, 16.7 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, -33 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 8.3 (16.67) -16.7 (19.25) 0.0 (NE) -33.3 (NE) 6.7 (14.91) -20.0 (18.26) 

Median 0.0 -16.7 0.0 -33.3 0.0 -33.3 

Q1, Q3 0.0, 16.7 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, -33 0, 33 -33, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 8.3 (16.67) -16.7 (19.25) 0.0 (NE) -33.3 (NE) 6.7 (14.91) -20.0 (18.26) 

Median 0.0 -16.7 0.0 -33.3 0.0 -33.3 

Q1, Q3 0.0, 16.7 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, -33 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 8.3 (16.67) -16.7 (19.25)   8.3 (16.67) -16.7 (19.25) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 16.7 -33.3, 0.0   0.0, 16.7 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (19.25) -22.2 (19.25)   11.1 (19.25) -22.2 (19.25) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (19.25) -22.2 (19.25)   11.1 (19.25) -22.2 (19.25) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (19.25) -22.2 (19.25)   11.1 (19.25) -22.2 (19.25) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) -16.7 (23.57)   16.7 (23.57) -16.7 (23.57) 

Median 16.7 -16.7   16.7 -16.7 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) -16.7 (23.57)   16.7 (23.57) -16.7 (23.57) 

Median 16.7 -16.7   16.7 -16.7 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 31.9 (27.58) 0.3 (26.57) 38.2 (30.07) 6.4 (30.07) 34.2 (28.59) 2.5 (27.97) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 66.7 0.0, 33.3 

Min, Max 0, 100 -67, 67 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 4.9 (13.86)  4.8 (11.77)  4.9 (13.22)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 67  0, 33  0, 67  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 6.5 (15.25) 1.2 (13.27) 5.2 (12.13) 0.8 (11.54) 6.1 (14.37) 1.1 (12.76) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 33 -33, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 5.4 (14.22) -0.4 (15.20) 4.3 (12.59) -0.5 (12.03) 5.1 (13.76) -0.4 (14.34) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 67 -33, 33 0, 100 -67, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 4.3 (13.33) -1.0 (15.44) 3.0 (9.69) -1.5 (12.36) 4.0 (12.50) -1.1 (14.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 33 -33, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 3.0 (10.50) -2.7 (16.92) 2.8 (9.34) -1.9 (13.67) 3.0 (10.22) -2.5 (16.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 4.0 (11.86) -1.9 (17.03) 1.0 (5.80) -4.0 (13.84) 3.3 (10.80) -2.4 (16.31) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2727



Protocol BGB-A317-303 Page 36 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 2.8 (10.55) -2.5 (16.39) 3.2 (10.03) -3.2 (17.97) 2.9 (10.42) -2.6 (16.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 3.0 (9.59) -1.9 (15.37) 3.7 (10.78) -1.9 (17.98) 3.1 (9.75) -1.9 (15.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 6.3 (15.09) 1.7 (19.77) 5.9 (17.62) 0.0 (23.57) 6.2 (15.46) 1.4 (20.37) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 3.9 (12.18) -1.0 (18.05) 6.7 (13.80) 0.0 (21.82) 4.4 (12.44) -0.8 (18.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 3.4 (10.20) -1.5 (16.73) 6.7 (13.80) 0.0 (21.82) 4.0 (10.92) -1.2 (17.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 33 0, 33 -67, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 2.7 (9.15) -2.2 (15.82) 9.5 (27.51) 2.4 (33.24) 3.9 (14.37) -1.3 (19.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 1.8 (7.57) -3.6 (15.15) 11.1 (33.33) 11.1 (33.33) 3.1 (14.10) -1.5 (19.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 0, 100 0, 100 -67, 100 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 3.0 (9.59) -2.4 (15.38) 11.1 (33.33) 11.1 (33.33) 4.1 (15.03) -0.5 (19.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 0, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 1.9 (7.78) -3.8 (15.55) 0.0 (0.00) 0.0 (0.00) 1.6 (7.21) -3.2 (14.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 1.4 (6.66) -3.4 (12.26) 4.2 (11.79) 4.2 (11.79) 1.8 (7.51) -2.3 (12.38) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 33 0, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 1.3 (6.60) -3.3 (12.14) 0.0 (0.00) 0.0 (0.00) 1.1 (6.14) -2.9 (11.32) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 1.3 (6.60) -3.3 (12.14) 0.0 (0.00) 0.0 (0.00) 1.1 (6.14) -2.9 (11.32) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 2.1 (8.15) -2.1 (14.43) 0.0 (0.00) 0.0 (0.00) 1.8 (7.57) -1.8 (13.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 0.7 (4.91) -3.6 (12.63) 0.0 (0.00) 0.0 (0.00) 0.6 (4.54) -3.1 (11.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 0.7 (4.97) -3.7 (12.76) 0.0 (0.00) 0.0 (0.00) 0.6 (4.58) -3.1 (11.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 0.8 (5.03) -3.0 (12.07) 0.0 (0.00) 0.0 (0.00) 0.7 (4.76) -2.7 (11.46) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 1.8 (7.54) -2.6 (11.96) 0.0 (0.00) 0.0 (0.00) 1.6 (7.10) -2.3 (11.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 0.9 (5.48) -3.6 (13.11) 0.0 (0.00) 0.0 (0.00) 0.8 (5.14) -3.2 (12.34) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2736



Protocol BGB-A317-303 Page 45 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 1.0 (5.63) -3.8 (13.46) 0.0 (0.00) 0.0 (0.00) 0.8 (5.27) -3.3 (12.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 5.1 (14.72) 0.0 (20.41) 0.0 (0.00) 0.0 (0.00) 4.4 (13.80) 0.0 (18.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 0 0, 0 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 3.0 (12.81) -2.0 (18.52) 0.0 (0.00) 0.0 (0.00) 2.6 (11.96) -1.8 (17.24) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 0 0, 0 0, 67 -67, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 1.0 (5.80) -4.0 (13.84) 0.0 (0.00) 0.0 (0.00) 0.9 (5.41) -3.5 (12.94) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 3.3 (10.17) -2.2 (17.36) 0.0 (0.00) 0.0 (0.00) 2.9 (9.47) -1.9 (16.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 1.3 (6.54) -5.1 (15.47) 0.0 (0.00) 0.0 (0.00) 1.1 (6.09) -4.4 (14.47) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 1.4 (6.80) -5.6 (16.05) 0.0 (0.00) 0.0 (0.00) 1.2 (6.30) -4.8 (14.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 0.0 (0.00) -8.3 (18.34) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -6.9 (16.97) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 0.0 (0.00) -6.3 (18.13) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -5.3 (16.72) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 0.0 (0.00) -6.3 (18.13) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -5.9 (17.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 0.0 (0.00) -6.3 (18.13) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -5.9 (17.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 2.2 (8.61) -4.4 (17.21) 0.0 (NE) 0.0 (NE) 2.1 (8.33) -4.2 (16.67) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 0.0 (0.00) -6.7 (18.69) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.3 (18.13) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 0.0 (0.00) -2.4 (8.91) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -2.2 (8.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 0.0 (0.00) -2.4 (8.91) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -2.2 (8.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 0.0 (0.00) -2.6 (9.25) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -2.4 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 6.7 (16.57) 1.4 (17.03) 5.9 (15.17) 0.5 (15.76) 6.4 (16.04) 1.1 (16.54) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 19.6 (14.68)  20.8 (18.02)  20.0 (15.78)  

Median 22.2  22.2  22.2  

Q1, Q3 11.1, 33.3  11.1, 22.2  11.1, 22.2  

Min, Max 0, 67  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 20.7 (16.83) 1.9 (14.21) 20.1 (18.29) 0.0 (13.58) 20.5 (17.25) 1.3 (14.03) 

Median 22.2 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 11.1, 33.3 0.0, 11.1 11.1, 33.3 -11.1, 11.1 11.1, 33.3 -11.1, 11.1 

Min, Max 0, 78 -56, 56 0, 78 -22, 56 0, 78 -56, 56 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 19.9 (16.08) 1.0 (12.37) 19.5 (17.28) -1.7 (14.24) 19.8 (16.40) 0.2 (12.97) 

Median 22.2 0.0 22.2 0.0 22.2 0.0 

Q1, Q3 11.1, 33.3 0.0, 11.1 0.0, 22.2 -11.1, 11.1 11.1, 33.3 -11.1, 11.1 

Min, Max 0, 78 -33, 44 0, 67 -33, 56 0, 78 -33, 56 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 18.4 (17.31) -0.3 (16.71) 18.2 (17.13) -4.0 (13.57) 18.3 (17.22) -1.3 (16.02) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 0.0, 22.2 -11.1, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 89 -44, 67 0, 78 -44, 22 0, 89 -44, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 16.5 (15.86) -2.6 (15.83) 16.4 (16.04) -3.1 (15.40) 16.5 (15.85) -2.7 (15.68) 

Median 11.1 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 0.0, 22.2 -11.1, 5.6 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 67 -44, 67 0, 67 -33, 33 0, 67 -44, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 16.8 (16.46) -1.7 (16.35) 18.9 (17.23) -1.7 (14.47) 17.3 (16.61) -1.7 (15.88) 

Median 11.1 0.0 22.2 0.0 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 0.0, 22.2 -11.1, 11.1 0.0, 27.8 -11.1, 5.6 

Min, Max 0, 67 -44, 67 0, 89 -33, 22 0, 89 -44, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2759



Protocol BGB-A317-303 Page 68 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 15.4 (16.14) -3.8 (14.80) 20.6 (16.21) 0.0 (21.37) 16.3 (16.21) -3.1 (16.16) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 11.1, 22.2 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 78 -56, 56 0, 67 -67, 44 0, 78 -67, 56 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 16.0 (17.32) -3.6 (15.96) 22.2 (20.17) 1.9 (15.83) 17.0 (17.88) -2.7 (16.00) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 22.2 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 89 -56, 56 0, 78 -22, 33 0, 89 -56, 56 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 15.6 (16.83) -3.8 (16.39) 20.9 (15.66) 0.7 (27.35) 16.5 (16.68) -3.0 (18.67) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 22.2 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 78 -56, 56 0, 56 -78, 44 0, 78 -78, 56 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 14.2 (14.37) -5.0 (12.43) 23.7 (20.52) 3.0 (21.19) 15.9 (15.93) -3.6 (14.55) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -44, 22 0, 67 -33, 44 0, 67 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 14.1 (13.11) -5.1 (13.63) 23.7 (20.94) 3.0 (23.18) 15.8 (15.14) -3.6 (15.91) 

Median 11.1 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -67, 22 0, 78 -44, 56 0, 78 -67, 56 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 14.5 (14.73) -3.9 (13.05) 29.4 (25.64) 7.9 (22.82) 17.3 (18.00) -1.8 (15.82) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 22.2 0.0, 27.8 -11.1, 0.0 

Min, Max 0, 56 -33, 44 0, 89 -22, 67 0, 89 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 15.7 (16.65) -2.6 (17.21) 23.5 (22.53) 6.2 (22.30) 16.8 (17.58) -1.4 (18.06) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 11.1 11.1, 22.2 -11.1, 11.1 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 67 -33, 56 0, 78 -22, 56 0, 78 -33, 56 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 16.5 (16.68) -1.8 (16.11) 32.1 (29.10) 14.8 (27.78) 18.6 (19.36) 0.5 (18.78) 

Median 11.1 0.0 22.2 11.1 22.2 0.0 

Q1, Q3 0.0, 27.8 -11.1, 11.1 22.2, 22.2 0.0, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 67 -33, 44 0, 100 -11, 78 0, 100 -33, 78 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 15.9 (16.24) -2.5 (14.23) 30.9 (27.09) 13.6 (27.65) 18.1 (18.68) -0.2 (17.48) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 33.3 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 67 -33, 33 0, 89 -22, 67 0, 89 -33, 67 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 13.6 (14.92) -5.0 (13.62) 29.2 (21.36) 11.1 (22.22) 15.8 (16.66) -2.7 (15.89) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 44.4 -5.6, 27.8 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 67 -33, 33 11, 67 -22, 44 0, 67 -33, 44 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 15.3 (15.70) -2.9 (14.16) 26.4 (10.18) 8.3 (15.43) 16.9 (15.47) -1.3 (14.73) 

Median 11.1 0.0 22.2 11.1 16.7 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 33.3 0.0, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 67 -33, 33 11, 44 -22, 22 0, 67 -33, 33 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 14.7 (15.94) -3.6 (14.10) 19.4 (12.94) 1.4 (18.25) 15.3 (15.55) -2.9 (14.65) 

Median 11.1 0.0 22.2 5.6 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 22.2 -16.7, 16.7 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 78 -33, 44 0, 44 -22, 22 0, 78 -33, 44 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 14.8 (17.20) -2.8 (15.96) 25.0 (16.53) 6.9 (18.72) 16.3 (17.34) -1.4 (16.56) 

Median 11.1 0.0 22.2 5.6 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -5.6, 22.2 0.0, 22.2 -11.1, 5.6 

Min, Max 0, 89 -33, 56 11, 56 -22, 33 0, 89 -33, 56 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 14.7 (17.38) -3.1 (16.17) 27.8 (14.55) 9.7 (16.20) 16.7 (17.50) -1.2 (16.67) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 33.3 -5.6, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 89 -33, 56 11, 56 -11, 33 0, 89 -33, 56 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 12.6 (12.45) -5.7 (13.32) 20.8 (7.12) 2.8 (15.43) 13.8 (12.11) -4.4 (13.84) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 16.7, 22.2 -5.6, 16.7 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -33, 22 11, 33 -22, 22 0, 44 -33, 22 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 13.4 (14.09) -4.8 (14.65) 24.4 (12.17) 11.1 (20.79) 14.5 (14.20) -3.2 (15.88) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 0.0, 11.1 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 56 -33, 33 11, 44 -11, 44 0, 56 -33, 44 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 12.0 (13.27) -6.1 (14.31) 22.2 (0.00) 8.9 (9.30) 13.2 (12.89) -4.4 (14.58) 

Median 11.1 -5.6 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 0.0, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -33, 33 22, 22 0, 22 0, 44 -33, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 14.1 (15.42) -4.2 (16.01) 24.4 (4.97) 11.1 (7.86) 15.3 (14.92) -2.4 (16.01) 

Median 11.1 -11.1 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 11.1, 11.1 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 67 -33, 56 22, 33 0, 22 0, 67 -33, 56 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 10.8 (12.20) -7.6 (11.98) 26.7 (9.94) 13.3 (9.30) 12.8 (12.96) -5.0 (13.54) 

Median 11.1 -11.1 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 11.1, 22.2 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -33, 11 22, 44 0, 22 0, 44 -33, 22 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 12.5 (14.37) -5.4 (13.06) 26.7 (6.09) 13.3 (14.49) 14.3 (14.36) -2.9 (14.54) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 33.3 0.0, 22.2 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 56 -33, 33 22, 33 0, 33 0, 56 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 13.1 (14.82) -4.7 (13.62) 35.6 (12.17) 22.2 (7.86) 16.1 (16.28) -1.2 (15.88) 

Median 11.1 0.0 33.3 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 33.3, 33.3 22.2, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 67 -33, 33 22, 56 11, 33 0, 67 -33, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 13.1 (12.56) -4.7 (12.43) 33.3 (13.61) 20.0 (12.17) 15.8 (14.30) -1.5 (14.88) 

Median 11.1 0.0 33.3 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 33.3 22.2, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 44 -33, 22 22, 56 0, 33 0, 56 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 13.3 (14.71) -5.2 (13.60) 33.3 (13.61) 20.0 (12.17) 16.2 (16.02) -1.6 (15.98) 

Median 11.1 0.0 33.3 22.2 11.1 0.0 

Q1, Q3 0.0, 11.1 -11.1, 0.0 22.2, 33.3 22.2, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 44 -33, 22 22, 56 0, 33 0, 56 -33, 33 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 13.2 (17.22) -5.6 (15.48) 25.0 (5.56) 13.9 (10.64) 14.8 (16.59) -3.0 (16.23) 

Median 11.1 -5.6 22.2 16.7 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 27.8 5.6, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 67 -33, 33 22, 33 0, 22 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 14.4 (17.18) -5.1 (16.04) 30.6 (10.64) 19.4 (18.98) 16.7 (17.24) -1.6 (18.32) 

Median 11.1 -5.6 27.8 16.7 11.1 0.0 

Q1, Q3 0.0, 16.7 -22.2, 5.6 22.2, 38.9 5.6, 33.3 0.0, 27.8 -16.7, 11.1 

Min, Max 0, 56 -33, 22 22, 44 0, 44 0, 56 -33, 44 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 12.2 (15.25) -6.7 (15.46) 27.8 (6.42) 16.7 (11.11) 14.8 (15.25) -2.8 (17.10) 

Median 11.1 -11.1 27.8 22.2 11.1 -5.6 

Q1, Q3 0.0, 16.7 -16.7, 0.0 22.2, 33.3 11.1, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 56 -33, 33 22, 33 0, 22 0, 56 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 13.2 (17.32) -4.9 (15.16) 29.6 (6.42) 14.8 (12.83) 15.8 (17.10) -1.8 (16.26) 

Median 5.6 -5.6 33.3 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 33.3 0.0, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 56 -33, 22 22, 33 0, 22 0, 56 -33, 22 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 10.4 (13.74) -7.6 (13.89) 22.2 (NE) 0.0 (NE) 11.1 (13.61) -7.2 (13.57) 

Median 5.6 -11.1 22.2 0.0 11.1 -11.1 

Q1, Q3 0.0, 16.7 -16.7, 0.0 22.2, 22.2 0.0, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -33, 22 22, 22 0, 0 0, 44 -33, 22 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 13.2 (13.59) -4.9 (12.81) 22.2 (NE) 0.0 (NE) 13.7 (13.34) -4.6 (12.46) 

Median 11.1 -5.6 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 0.0, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -22, 22 22, 22 0, 0 0, 44 -22, 22 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 8.9 (10.46) -10.4 (10.68) 22.2 (NE) 0.0 (NE) 9.7 (10.64) -9.7 (10.64) 

Median 11.1 -11.1 22.2 0.0 11.1 -11.1 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 22.2 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -33, 0 22, 22 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 11.1 (13.28) -8.1 (11.48) 22.2 (NE) 0.0 (NE) 11.8 (13.13) -7.6 (11.27) 

Median 11.1 -11.1 22.2 0.0 11.1 -5.6 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 0.0, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -33, 11 22, 22 0, 0 0, 44 -33, 11 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 9.5 (12.97) -8.7 (11.68) 22.2 (NE) 0.0 (NE) 10.4 (12.92) -8.1 (11.48) 

Median 0.0 -11.1 22.2 0.0 0.0 -11.1 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 0.0, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -33, 11 22, 22 0, 0 0, 33 -33, 11 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 9.5 (12.22) -8.7 (10.83) 22.2 (NE) 0.0 (NE) 10.4 (12.22) -8.1 (10.68) 

Median 5.6 -5.6 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 11.1 -11.1, 0.0 22.2, 22.2 0.0, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -33, 0 22, 22 0, 0 0, 33 -33, 0 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 9.4 (11.87) -10.3 (10.60) 22.2 (NE) 0.0 (NE) 10.3 (11.91) -9.5 (10.55) 

Median 0.0 -11.1 22.2 0.0 5.6 -11.1 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 0.0, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -33, 0 22, 22 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 6.7 (9.37) -11.1 (11.71) 22.2 (NE) 0.0 (NE) 8.1 (10.05) -10.1 (11.61) 

Median 0.0 -11.1 22.2 0.0 0.0 -11.1 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 22.2 0.0, 0.0 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 22 -33, 0 22, 22 0, 0 0, 22 -33, 0 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 6.9 (10.18) -11.1 (14.55) 22.2 (NE) 0.0 (NE) 8.6 (10.80) -9.9 (14.10) 

Median 0.0 -11.1 22.2 0.0 0.0 -11.1 

Q1, Q3 0.0, 16.7 -22.2, 0.0 22.2, 22.2 0.0, 0.0 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 22 -33, 11 22, 22 0, 0 0, 22 -33, 11 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 9.5 (13.50) -11.1 (16.97) 22.2 (NE) 0.0 (NE) 11.1 (13.28) -9.7 (16.20) 

Median 0.0 -11.1 22.2 0.0 5.6 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 11.1 22.2, 22.2 0.0, 0.0 0.0, 22.2 -22.2, 5.6 

Min, Max 0, 33 -33, 11 22, 22 0, 0 0, 33 -33, 11 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (5.94) -15.9 (10.84) 22.2 (NE) 0.0 (NE) 6.9 (8.27) -13.9 (11.50) 

Median 0.0 -11.1 22.2 0.0 5.6 -11.1 

Q1, Q3 0.0, 11.1 -22.2, -11.1 22.2, 22.2 0.0, 0.0 0.0, 11.1 -22.2, -5.6 

Min, Max 0, 11 -33, 0 22, 22 0, 0 0, 22 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 6.3 (8.74) -14.3 (12.36) 22.2 (NE) 0.0 (NE) 8.3 (9.85) -12.5 (12.51) 

Median 0.0 -11.1 22.2 0.0 5.6 -11.1 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 22.2 0.0, 0.0 0.0, 16.7 -22.2, 0.0 

Min, Max 0, 22 -33, 0 22, 22 0, 0 0, 22 -33, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 6.3 (8.74) -14.3 (12.36) 11.1 (NE) -11.1 (NE) 6.9 (8.27) -13.9 (11.50) 

Median 0.0 -11.1 11.1 -11.1 5.6 -11.1 

Q1, Q3 0.0, 11.1 -22.2, 0.0 11.1, 11.1 -11.1, -11.1 0.0, 11.1 -22.2, -5.6 

Min, Max 0, 22 -33, 0 11, 11 -11, -11 0, 22 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 7.4 (9.07) -14.8 (13.46) 22.2 (NE) 0.0 (NE) 9.5 (10.00) -12.7 (13.50) 

Median 5.6 -16.7 22.2 0.0 11.1 -11.1 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 22.2 0.0, 0.0 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 22 -33, 0 22, 22 0, 0 0, 22 -33, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 8.3 (10.64) -13.9 (18.98) 22.2 (NE) 0.0 (NE) 11.1 (11.11) -11.1 (17.57) 

Median 5.6 -16.7 22.2 0.0 11.1 -11.1 

Q1, Q3 0.0, 16.7 -27.8, 0.0 22.2, 22.2 0.0, 0.0 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 22 -33, 11 22, 22 0, 0 0, 22 -33, 11 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 5.6 (6.42) -16.7 (14.34) 22.2 (NE) 0.0 (NE) 8.9 (9.30) -13.3 (14.49) 

Median 5.6 -16.7 22.2 0.0 11.1 -11.1 

Q1, Q3 0.0, 11.1 -27.8, -5.6 22.2, 22.2 0.0, 0.0 0.0, 11.1 -22.2, 0.0 

Min, Max 0, 11 -33, 0 22, 22 0, 0 0, 22 -33, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 8.3 (10.64) -13.9 (18.98) 22.2 (NE) 0.0 (NE) 11.1 (11.11) -11.1 (17.57) 

Median 5.6 -16.7 22.2 0.0 11.1 -11.1 

Q1, Q3 0.0, 16.7 -27.8, 0.0 22.2, 22.2 0.0, 0.0 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 22 -33, 11 22, 22 0, 0 0, 22 -33, 11 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2781



Protocol BGB-A317-303 Page 90 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 5.6 (6.42) -16.7 (14.34)   5.6 (6.42) -16.7 (14.34) 

Median 5.6 -16.7   5.6 -16.7 

Q1, Q3 0.0, 11.1 -27.8, -5.6   0.0, 11.1 -27.8, -5.6 

Min, Max 0, 11 -33, 0   0, 11 -33, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 7.4 (6.42) -18.5 (16.97)   7.4 (6.42) -18.5 (16.97) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 0.0, 11.1 -33.3, 0.0   0.0, 11.1 -33.3, 0.0 

Min, Max 0, 11 -33, 0   0, 11 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 7.4 (6.42) -18.5 (16.97)   7.4 (6.42) -18.5 (16.97) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 0.0, 11.1 -33.3, 0.0   0.0, 11.1 -33.3, 0.0 

Min, Max 0, 11 -33, 0   0, 11 -33, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 7.4 (6.42) -18.5 (16.97)   7.4 (6.42) -18.5 (16.97) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 0.0, 11.1 -33.3, 0.0   0.0, 11.1 -33.3, 0.0 

Min, Max 0, 11 -33, 0   0, 11 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 11.1 (0.00) -11.1 (15.71)   11.1 (0.00) -11.1 (15.71) 

Median 11.1 -11.1   11.1 -11.1 

Q1, Q3 11.1, 11.1 -22.2, 0.0   11.1, 11.1 -22.2, 0.0 

Min, Max 11, 11 -22, 0   11, 11 -22, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 5.6 (7.86) -16.7 (7.86)   5.6 (7.86) -16.7 (7.86) 

Median 5.6 -16.7   5.6 -16.7 

Q1, Q3 0.0, 11.1 -22.2, -11.1   0.0, 11.1 -22.2, -11.1 

Min, Max 0, 11 -22, -11   0, 11 -22, -11 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 23.2 (21.87) 4.9 (20.08) 27.6 (22.84) 6.9 (22.96) 24.8 (22.27) 5.6 (21.13) 

Median 22.2 0.0 22.2 11.1 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 11.1 11.1, 33.3 -11.1, 22.2 11.1, 33.3 -11.1, 11.1 

Min, Max 0, 78 -33, 78 0, 100 -56, 67 0, 100 -56, 78 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 1.4 (6.74)  1.7 (7.41)  1.5 (6.94)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 33  0, 33  0, 33  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 4.8 (14.75) 3.2 (15.35) 4.0 (12.03) 2.0 (13.04) 4.5 (13.97) 2.9 (14.68) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 67 -33, 67 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 2.7 (9.77) 1.1 (11.27) 3.8 (14.52) 1.9 (14.89) 3.0 (11.32) 1.4 (12.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 2.3 (10.29) 0.5 (11.68) 3.0 (9.69) 0.8 (13.43) 2.5 (10.12) 0.6 (12.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 -33, 33 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 2.7 (9.18) 1.1 (11.29) 4.6 (14.15) 3.7 (15.49) 3.2 (10.50) 1.7 (12.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 1.2 (6.35) -0.3 (8.56) 6.1 (13.06) 5.1 (14.72) 2.4 (8.62) 1.0 (10.54) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 2.8 (9.35) 1.4 (10.84) 4.8 (11.95) 3.2 (14.55) 3.2 (9.85) 1.7 (11.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 3.0 (12.95) 1.9 (14.53) 5.6 (12.78) 5.6 (12.78) 3.4 (12.90) 2.5 (14.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 33 0, 33 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 3.3 (12.55) 2.1 (13.36) 0.0 (0.00) 0.0 (0.00) 2.7 (11.46) 1.7 (12.14) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 1.4 (6.85) 0.5 (9.03) 2.2 (8.61) 2.2 (8.61) 1.6 (7.14) 0.8 (8.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 2.5 (10.49) 1.5 (12.13) 2.2 (8.61) 2.2 (8.61) 2.4 (10.13) 1.6 (11.53) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 33 0, 67 -33, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 2.7 (9.15) 2.2 (8.26) 9.5 (24.21) 9.5 (24.21) 3.9 (13.30) 3.5 (12.86) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 67 0, 67 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 3.0 (9.59) 2.4 (8.66) 3.7 (11.11) 3.7 (11.11) 3.1 (9.72) 2.6 (8.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 33 0, 33 0, 33 0, 33 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 1.8 (7.57) 1.2 (8.91) 0.0 (0.00) 0.0 (0.00) 1.5 (7.05) 1.0 (8.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 3.1 (9.84) 2.5 (8.89) 0.0 (0.00) 0.0 (0.00) 2.7 (9.15) 2.2 (8.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 2.7 (9.22) 2.0 (10.56) 4.2 (11.79) 4.2 (11.79) 2.9 (9.51) 2.3 (10.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 3.3 (15.43) 2.7 (16.27) 0.0 (0.00) 0.0 (0.00) 2.9 (14.35) 2.3 (15.12) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 0 0, 0 0, 100 -33, 100 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 2.0 (8.00) 1.3 (6.60) 8.3 (15.43) 8.3 (15.43) 2.9 (9.44) 2.3 (8.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 33 0, 33 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 2.1 (8.15) 1.4 (9.62) 4.2 (11.79) 4.2 (11.79) 2.4 (8.66) 1.8 (9.89) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 4.3 (13.35) 3.6 (14.45) 0.0 (0.00) 0.0 (0.00) 3.7 (12.40) 3.1 (13.38) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 0.7 (4.97) 0.0 (7.11) 0.0 (0.00) 0.0 (0.00) 0.6 (4.58) 0.0 (6.54) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 0.8 (5.03) 0.0 (7.19) 0.0 (0.00) 0.0 (0.00) 0.7 (4.76) 0.0 (6.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 3.5 (10.37) 3.5 (10.37) 0.0 (0.00) 0.0 (0.00) 3.1 (9.80) 3.1 (9.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 4.5 (11.55) 4.5 (11.55) 0.0 (0.00) 0.0 (0.00) 4.0 (10.93) 4.0 (10.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 3.8 (13.46) 3.8 (13.46) 6.7 (14.91) 6.7 (14.91) 4.2 (13.48) 4.2 (13.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 0, 67 0, 33 0, 33 0, 67 0, 67 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 4.0 (13.84) 4.0 (13.84) 0.0 (0.00) 0.0 (0.00) 3.5 (12.94) 3.5 (12.94) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 0, 67 0, 0 0, 0 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 3.0 (9.73) 3.0 (9.73) 0.0 (0.00) 0.0 (0.00) 2.6 (9.11) 2.6 (9.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 3.0 (9.73) 3.0 (9.73) 0.0 (0.00) 0.0 (0.00) 2.6 (9.11) 2.6 (9.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 3.3 (10.17) 3.3 (10.17) 0.0 (0.00) 0.0 (0.00) 2.9 (9.47) 2.9 (9.47) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2805



Protocol BGB-A317-303 Page 114 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 2.2 (8.61) 2.2 (8.61) 0.0 (NE) 0.0 (NE) 2.1 (8.33) 2.1 (8.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 2.2 (8.61) 2.2 (8.61) 0.0 (NE) 0.0 (NE) 2.1 (8.33) 2.1 (8.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 2.4 (8.91) 2.4 (8.91) 0.0 (NE) 0.0 (NE) 2.2 (8.61) 2.2 (8.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 4.8 (12.10) 4.8 (12.10) 0.0 (NE) 0.0 (NE) 4.4 (11.73) 4.4 (11.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 3.9 (11.63) 2.2 (13.54) 8.8 (19.63) 6.9 (19.58) 5.7 (15.17) 3.9 (16.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 67 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 3.5 (11.18)  2.4 (9.92)  3.1 (10.79)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 67  0, 67  0, 67  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 6.2 (15.76) 2.7 (14.89) 3.2 (12.27) 1.2 (12.08) 5.3 (14.83) 2.3 (14.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 67 -33, 67 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 4.0 (12.01) 0.8 (11.31) 4.8 (15.32) 2.9 (16.78) 4.2 (13.02) 1.4 (13.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 3.1 (9.65) 0.3 (9.69) 0.8 (5.03) -1.5 (10.05) 2.5 (8.77) -0.2 (9.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 4.1 (11.80) 1.1 (11.29) 4.6 (11.69) 3.7 (10.62) 4.2 (11.74) 1.7 (11.16) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 33 0, 67 -33, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 2.2 (8.28) -0.9 (10.70) 5.1 (14.72) 4.0 (13.84) 2.9 (10.18) 0.2 (11.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 1.8 (7.52) -1.1 (10.31) 0.0 (0.00) 0.0 (0.00) 1.4 (6.83) -0.9 (9.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 3.0 (12.95) 0.0 (15.08) 3.7 (10.78) 3.7 (10.78) 3.1 (12.57) 0.6 (14.47) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 33 0, 33 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 3.8 (11.85) 0.8 (14.01) 2.0 (8.08) 2.0 (8.08) 3.4 (11.27) 1.0 (13.14) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 33 0, 67 -33, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 2.4 (8.71) -1.0 (11.39) 2.2 (8.61) 2.2 (8.61) 2.4 (8.64) -0.4 (10.97) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 2.5 (8.76) -1.0 (11.48) 2.2 (8.61) 2.2 (8.61) 2.4 (8.68) -0.4 (11.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 2.7 (9.15) -0.5 (11.28) 2.4 (8.91) 2.4 (8.91) 2.6 (9.05) 0.0 (10.89) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 1.8 (7.57) -1.8 (9.89) 0.0 (0.00) 0.0 (0.00) 1.5 (7.05) -1.5 (9.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 1.8 (7.57) -1.8 (11.75) 3.7 (11.11) 3.7 (11.11) 2.1 (8.07) -1.0 (11.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 1.9 (7.78) -1.9 (10.16) 3.7 (11.11) 3.7 (11.11) 2.2 (8.26) -1.1 (10.40) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 2.0 (8.07) -1.4 (9.52) 0.0 (0.00) 0.0 (0.00) 1.8 (7.51) -1.2 (8.83) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 2.7 (9.13) -0.7 (10.63) 0.0 (0.00) 0.0 (0.00) 2.3 (8.52) -0.6 (9.86) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 2.7 (9.13) -0.7 (10.63) 4.2 (11.79) 4.2 (11.79) 2.9 (9.44) 0.0 (10.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 2.1 (8.15) -1.4 (9.62) 0.0 (0.00) 0.0 (0.00) 1.8 (7.57) -1.2 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 3.6 (12.63) 0.0 (14.05) 0.0 (0.00) 0.0 (0.00) 3.1 (11.71) 0.0 (12.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 3.0 (9.59) -0.7 (8.67) 0.0 (0.00) 0.0 (0.00) 2.5 (8.89) -0.6 (7.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 3.0 (9.69) -0.8 (8.77) 0.0 (0.00) 0.0 (0.00) 2.7 (9.22) -0.7 (8.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 3.5 (10.37) -0.9 (12.22) 0.0 (0.00) 0.0 (0.00) 3.1 (9.80) -0.8 (11.47) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 2.7 (9.22) -1.8 (10.96) 0.0 (0.00) 0.0 (0.00) 2.4 (8.69) -1.6 (10.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 5.7 (15.09) 1.0 (17.12) 6.7 (14.91) 6.7 (14.91) 5.8 (14.88) 1.7 (16.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 33 0, 67 -33, 67 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 4.0 (13.84) -1.0 (15.56) 0.0 (0.00) 0.0 (0.00) 3.5 (12.94) -0.9 (14.47) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2833



Protocol BGB-A317-303 Page 142 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 3.0 (9.73) -2.0 (11.61) 0.0 (0.00) 0.0 (0.00) 2.6 (9.11) -1.8 (10.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 4.0 (11.05) -1.0 (10.15) 0.0 (0.00) 0.0 (0.00) 3.5 (10.37) -0.9 (9.45) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 4.4 (11.52) -1.1 (10.66) 0.0 (0.00) 0.0 (0.00) 3.8 (10.76) -1.0 (9.85) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 2.6 (9.06) -3.8 (10.86) 0.0 (0.00) 0.0 (0.00) 2.2 (8.46) -3.3 (10.17) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 4.2 (11.26) -2.8 (9.41) 0.0 (0.00) 0.0 (0.00) 3.6 (10.50) -2.4 (8.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 5.0 (12.21) -3.3 (10.26) 0.0 (0.00) 0.0 (0.00) 4.2 (11.26) -2.8 (9.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 4.2 (11.39) -4.2 (11.39) 0.0 (0.00) 0.0 (0.00) 3.5 (10.51) -3.5 (10.51) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 4.2 (11.39) -4.2 (11.39) 0.0 (NE) 0.0 (NE) 3.9 (11.07) -3.9 (11.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 4.2 (11.39) -4.2 (11.39) 0.0 (NE) 0.0 (NE) 3.9 (11.07) -3.9 (11.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 2.2 (8.61) -4.4 (11.73) 0.0 (NE) 0.0 (NE) 2.1 (8.33) -4.2 (11.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 2.2 (8.61) -4.4 (11.73) 0.0 (NE) 0.0 (NE) 2.1 (8.33) -4.2 (11.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 2.4 (8.91) -2.4 (8.91) 0.0 (NE) 0.0 (NE) 2.2 (8.61) -2.2 (8.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 9.5 (27.51) 4.8 (28.81) 0.0 (NE) 0.0 (NE) 8.9 (26.63) 4.4 (27.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 0 0, 0 0, 100 -33, 100 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 2.6 (9.25) -2.6 (9.25) 0.0 (NE) 0.0 (NE) 2.4 (8.91) -2.4 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2840



Protocol BGB-A317-303 Page 149 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 3.3 (10.54) -3.3 (10.54) 0.0 (NE) 0.0 (NE) 3.0 (10.05) -3.0 (10.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) -4.2 (11.79) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -3.7 (11.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2850



Protocol BGB-A317-303 Page 159 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 8.1 (18.90) 4.8 (18.56) 7.8 (17.39) 5.4 (18.76) 8.0 (18.32) 5.0 (18.58) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 67 -33, 67 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 8.0 (20.10)  5.5 (15.72)  7.2 (18.85)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 9.7 (21.72) 1.5 (20.94) 9.5 (19.75) 3.2 (16.05) 9.7 (21.11) 2.0 (19.58) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -100, 100 0, 100 -33, 67 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 8.6 (18.16) 0.0 (17.92) 9.5 (18.07) 2.4 (19.10) 8.9 (18.10) 0.7 (18.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 0, 100 -67, 100 0, 100 -100, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 7.1 (15.47) -0.5 (17.53) 7.6 (18.83) 0.0 (12.45) 7.2 (16.33) -0.4 (16.37) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -100, 33 0, 100 -33, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 6.0 (14.86) -0.5 (17.66) 11.1 (22.54) 4.6 (16.24) 7.2 (16.97) 0.6 (17.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 5.3 (13.85) -1.2 (17.09) 11.1 (23.07) 4.0 (16.15) 6.7 (16.58) 0.0 (16.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 5.7 (14.37) -1.1 (17.93) 11.1 (24.34) 1.6 (12.81) 6.7 (16.64) -0.6 (17.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 6.7 (17.54) 0.4 (15.48) 20.4 (30.55) 9.3 (27.55) 9.0 (20.77) 1.9 (18.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 7.1 (16.51) 1.3 (17.14) 19.6 (20.61) 7.8 (27.71) 9.3 (17.84) 2.4 (19.39) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -67, 67 0, 67 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 5.3 (15.78) -0.5 (17.61) 13.3 (21.08) 0.0 (28.17) 6.7 (16.99) -0.4 (19.70) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -67, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 4.4 (13.99) -1.0 (15.21) 20.0 (24.56) 6.7 (33.81) 7.2 (17.30) 0.4 (19.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -67, 67 0, 67 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 4.3 (11.27) -1.6 (14.06) 16.7 (25.32) 2.4 (30.56) 6.6 (15.41) -0.9 (18.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 6.0 (15.71) 0.0 (17.98) 29.6 (30.93) 18.5 (33.79) 9.2 (19.99) 2.6 (21.50) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 8.3 (17.12) 2.4 (17.82) 14.8 (24.22) 3.7 (30.93) 9.2 (18.17) 2.6 (19.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 6.3 (14.70) 0.0 (14.62) 18.5 (24.22) 7.4 (27.78) 8.1 (16.73) 1.1 (17.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 4.8 (13.61) -1.4 (13.54) 12.5 (17.25) 0.0 (25.20) 5.8 (14.26) -1.2 (15.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -16.7, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 -33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 4.7 (15.07) -2.0 (14.14) 20.8 (24.80) 8.3 (29.55) 6.9 (17.39) -0.6 (17.09) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -33, 67 0, 67 -33, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 5.3 (14.06) -1.3 (15.00) 16.7 (25.20) 4.2 (27.82) 6.9 (16.23) -0.6 (17.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 6.3 (14.84) -0.7 (16.11) 16.7 (25.20) 4.2 (33.03) 7.7 (16.81) 0.0 (19.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -16.7, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 7.2 (17.09) 0.7 (16.46) 25.0 (29.55) 12.5 (30.54) 9.9 (20.09) 2.5 (19.27) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 50.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 5.9 (16.34) 0.7 (18.10) 16.7 (25.20) 4.2 (27.82) 7.5 (18.07) 1.3 (19.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -33, 67 0, 67 -33, 67 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 6.1 (16.51) 0.8 (18.31) 20.0 (29.81) 13.3 (29.81) 7.5 (18.34) 2.0 (19.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 3.5 (12.94) -2.6 (14.25) 20.0 (29.81) 13.3 (29.81) 5.4 (16.15) -0.8 (17.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 4.5 (13.97) -1.8 (15.61) 13.3 (29.81) 6.7 (36.51) 5.6 (16.32) -0.8 (18.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 6.7 (19.47) 0.0 (21.39) 6.7 (14.91) 0.0 (23.57) 6.7 (18.80) 0.0 (21.35) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 -33, 33 0, 67 -33, 67 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 7.1 (21.66) 0.0 (18.63) 6.7 (14.91) 0.0 (23.57) 7.0 (20.73) 0.0 (18.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 33 -33, 33 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 6.1 (21.17) -1.0 (22.80) 13.3 (18.26) 6.7 (27.89) 7.0 (20.73) 0.0 (23.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 33 -33, 33 0, 100 -33, 100 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 5.1 (16.92) -2.0 (18.52) 13.3 (29.81) 6.7 (36.51) 6.1 (18.75) -0.9 (21.21) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 7.8 (25.80) 1.1 (22.29) 13.3 (29.81) 6.7 (36.51) 8.6 (26.00) 1.9 (24.18) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 67 -33, 67 0, 100 -33, 100 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 5.1 (15.47) 1.3 (19.96) 0.0 (0.00) -8.3 (16.67) 4.4 (14.47) 0.0 (19.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 -33, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 4.2 (14.95) 1.4 (18.33) 8.3 (16.67) 0.0 (0.00) 4.8 (14.95) 1.2 (16.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 0 0, 67 -33, 67 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 5.0 (16.31) 1.7 (20.16) 0.0 (0.00) -8.3 (16.67) 4.2 (14.95) 0.0 (19.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 -33, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 4.2 (16.67) 0.0 (21.08) 0.0 (0.00) -11.1 (19.25) 3.5 (15.29) -1.8 (20.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 -33, 0 0, 67 -33, 67 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 4.2 (16.67) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 3.9 (16.17) 0.0 (20.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 4.2 (16.67) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 3.9 (16.17) 0.0 (20.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 4.4 (17.21) 0.0 (21.82) 0.0 (NE) 0.0 (NE) 4.2 (16.67) 0.0 (21.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 6.7 (18.69) 2.2 (23.46) 0.0 (NE) 0.0 (NE) 6.3 (18.13) 2.1 (22.67) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 4.8 (17.82) 0.0 (22.65) 0.0 (NE) 0.0 (NE) 4.4 (17.21) 0.0 (21.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 0.0 (0.00) -4.8 (12.10) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.4 (11.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 5.1 (18.49) 0.0 (23.57) 0.0 (NE) 0.0 (NE) 4.8 (17.82) 0.0 (22.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 0.0 (0.00) -6.7 (14.05) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.1 (13.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) -8.3 (15.43) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -7.4 (14.70) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -9.5 (16.27) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -8.3 (15.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -9.5 (16.27) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -8.3 (15.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -9.5 (16.27) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -8.3 (15.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -9.5 (16.27) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -8.3 (15.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2876



Protocol BGB-A317-303 Page 185 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 12.3 (25.25) 3.4 (25.08) 13.2 (20.07) 7.4 (21.43) 12.7 (23.45) 4.8 (23.84) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 100 0, 100 -67, 67 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 7.9 (18.39)  11.3 (24.00)  9.0 (20.34)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 4.4 (14.86) -3.6 (17.71) 41.3 (37.89) 29.0 (41.97) 15.5 (29.48) 6.2 (31.12) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 67 0, 100 -100, 100 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 3.4 (10.79) -4.8 (20.18) 41.9 (35.30) 29.5 (40.35) 14.5 (27.21) 5.1 (31.53) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -100, 33 0, 100 -67, 100 0, 100 -100, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 4.1 (13.73) -3.6 (18.61) 41.7 (36.03) 29.5 (40.80) 13.5 (27.00) 4.8 (29.62) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 0, 100 -67, 100 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 3.3 (10.85) -3.6 (19.07) 43.5 (35.47) 33.3 (39.84) 12.4 (25.65) 4.9 (29.58) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -100, 33 0, 100 -67, 100 0, 100 -100, 100 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 1.9 (7.70) -3.7 (14.71) 42.4 (36.58) 31.3 (41.62) 11.4 (25.53) 4.5 (28.05) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 2.8 (10.55) -2.5 (15.64) 50.8 (35.93) 39.7 (34.35) 11.6 (25.76) 5.2 (25.97) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 0, 100 0, 100 -67, 100 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 2.2 (8.41) -3.4 (15.11) 40.7 (38.87) 31.5 (33.28) 8.7 (22.59) 2.5 (23.21) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 0, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 1.3 (6.37) -2.1 (11.05) 45.1 (42.40) 35.3 (52.00) 8.9 (24.77) 4.5 (27.48) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 0.5 (4.01) -2.4 (10.41) 33.3 (41.79) 24.4 (46.23) 6.3 (21.63) 2.4 (23.59) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 1.0 (5.67) -2.0 (9.78) 40.0 (40.24) 31.1 (51.12) 8.0 (23.04) 4.0 (26.24) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 1.1 (5.94) -1.6 (9.40) 31.0 (40.22) 21.4 (49.97) 6.6 (21.10) 2.6 (24.20) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 0.6 (4.45) -1.8 (9.89) 37.0 (42.31) 33.3 (44.10) 5.6 (20.04) 3.1 (21.83) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 1.2 (6.24) -1.2 (10.94) 55.6 (47.14) 51.9 (44.44) 8.7 (25.87) 6.2 (26.28) 

Median 0.0 0.0 66.7 66.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 0.0 (0.00) -2.5 (8.89) 51.9 (50.31) 48.1 (47.47) 7.5 (25.90) 4.8 (26.20) 

Median 0.0 0.0 66.7 66.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 1.4 (6.66) -1.4 (11.70) 50.0 (47.14) 45.8 (50.20) 8.2 (24.62) 5.3 (26.57) 

Median 0.0 0.0 50.0 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 1.3 (6.60) -1.3 (11.59) 54.2 (50.20) 50.0 (53.45) 8.6 (26.17) 5.7 (28.02) 

Median 0.0 0.0 66.7 50.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 1.3 (6.60) -1.3 (11.59) 37.5 (45.21) 33.3 (43.64) 6.3 (21.13) 3.4 (22.24) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 83.3 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 1.4 (6.73) -1.4 (9.62) 41.7 (42.72) 37.5 (45.21) 7.1 (21.76) 4.2 (22.97) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 83.3 0.0, 83.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 0.0 (0.00) -2.2 (8.32) 41.7 (42.72) 37.5 (45.21) 6.2 (21.55) 3.7 (23.05) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 83.3 0.0, 83.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 100 0, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 2.2 (8.41) 0.0 (10.05) 41.7 (38.83) 37.5 (41.55) 8.2 (21.59) 5.7 (22.39) 

Median 0.0 0.0 50.0 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 0.0 (0.00) -2.3 (8.50) 26.7 (43.46) 26.7 (43.46) 2.7 (14.96) 0.7 (17.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 100 0, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2895



Protocol BGB-A317-303 Page 204 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 0.0 (0.00) -0.9 (5.41) 26.7 (36.51) 26.7 (36.51) 3.1 (14.21) 2.3 (15.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 1.8 (7.64) 0.9 (9.58) 26.7 (36.51) 26.7 (36.51) 4.8 (15.74) 4.0 (16.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 0.0 (0.00) -1.0 (5.63) 13.3 (29.81) 13.3 (29.81) 1.7 (10.54) 0.8 (11.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 1.0 (5.80) 0.0 (8.33) 13.3 (18.26) 13.3 (18.26) 2.6 (9.11) 1.8 (10.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 0.0 (0.00) -1.0 (5.80) 20.0 (29.81) 20.0 (29.81) 2.6 (11.96) 1.8 (13.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 1.0 (5.80) 0.0 (8.33) 20.0 (29.81) 20.0 (29.81) 3.5 (12.94) 2.6 (14.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 0.0 (0.00) -1.1 (6.09) 26.7 (27.89) 26.7 (27.89) 3.8 (13.46) 2.9 (14.84) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 0.0 (0.00) -1.3 (6.54) 8.3 (16.67) 8.3 (16.67) 1.1 (6.09) 0.0 (8.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2899



Protocol BGB-A317-303 Page 208 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 0.0 (0.00) -1.4 (6.80) 25.0 (31.91) 25.0 (31.91) 3.6 (13.88) 2.4 (15.53) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 50.0 0.0, 50.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 0.0 (0.00) -1.7 (7.45) 16.7 (19.25) 16.7 (19.25) 2.8 (9.41) 1.4 (11.95) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 11.1 (19.25) 11.1 (19.25) 1.8 (7.65) 1.8 (7.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 33 0, 33 0, 33 0, 33 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 2.4 (8.91) 2.4 (8.91) 0.0 (NE) 0.0 (NE) 2.2 (8.61) 2.2 (8.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 2.6 (9.25) 2.6 (9.25) 0.0 (NE) 0.0 (NE) 2.4 (8.91) 2.4 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 5.6 (15.23) -3.6 (20.72) 43.6 (36.99) 31.4 (44.19) 19.4 (31.25) 9.1 (35.51) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 33.3 0.0, 33.3 

Min, Max 0, 100 -100, 67 0, 100 -100, 100 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 16.7 (20.91)  14.1 (21.43)  15.9 (21.07)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 15.4 (21.73) -0.5 (18.06) 14.3 (22.13) 0.4 (14.16) 15.1 (21.82) -0.2 (16.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 13.4 (19.93) -2.5 (18.97) 11.4 (19.57) -3.3 (23.50) 12.8 (19.81) -2.7 (20.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 33 0, 100 -100, 67 0, 100 -100, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 12.2 (19.92) -3.1 (19.15) 8.3 (14.60) -6.1 (24.14) 11.2 (18.76) -3.8 (20.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -100, 33 0, 100 -100, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 10.1 (17.61) -4.6 (18.83) 11.1 (19.52) -1.9 (17.72) 10.3 (18.00) -4.0 (18.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 12.5 (19.71) -1.2 (20.94) 11.1 (15.96) -3.0 (21.02) 12.1 (18.84) -1.7 (20.90) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 33 -67, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 9.2 (16.51) -5.0 (20.13) 6.3 (13.41) -9.5 (28.17) 8.7 (15.97) -5.8 (21.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -100, 33 0, 67 -100, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 9.0 (16.49) -4.9 (18.50) 16.7 (23.57) -1.9 (24.18) 10.3 (17.97) -4.4 (19.47) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2920



Protocol BGB-A317-303 Page 229 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 8.3 (18.75) -4.6 (20.36) 15.7 (20.81) -2.0 (21.96) 9.6 (19.22) -4.1 (20.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 33 0, 100 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 5.8 (12.73) -6.3 (20.83) 15.6 (17.21) -4.4 (24.77) 7.5 (14.03) -6.0 (21.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -67, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 4.9 (11.89) -7.4 (18.07) 20.0 (24.56) 0.0 (33.33) 7.6 (15.90) -6.0 (21.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -67, 67 0, 67 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 7.0 (13.68) -4.8 (17.95) 21.4 (28.06) 2.4 (27.62) 9.6 (17.90) -3.5 (20.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 7.1 (15.19) -4.8 (18.45) 22.2 (37.27) 11.1 (33.33) 9.2 (19.99) -2.6 (21.50) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 6.5 (13.36) -5.4 (18.83) 25.9 (43.39) 14.8 (41.20) 9.2 (20.84) -2.6 (23.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 6.3 (13.17) -6.3 (18.56) 25.9 (36.43) 14.8 (33.79) 9.1 (19.25) -3.2 (22.35) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 6.8 (13.57) -4.1 (17.52) 20.8 (35.36) 8.3 (29.55) 8.8 (18.39) -2.3 (19.78) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 6.7 (13.47) -4.7 (19.06) 20.8 (35.36) 8.3 (29.55) 8.6 (18.27) -2.9 (20.97) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 6.0 (12.94) -5.3 (18.27) 8.3 (15.43) -4.2 (11.79) 6.3 (13.18) -5.2 (17.44) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 6.9 (13.68) -4.9 (18.18) 16.7 (35.63) 4.2 (27.82) 8.3 (18.26) -3.6 (19.78) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 8.0 (14.38) -2.9 (16.96) 12.5 (24.80) 0.0 (17.82) 8.6 (16.10) -2.5 (16.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 -33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 7.4 (14.01) -3.7 (19.10) 8.3 (15.43) -4.2 (11.79) 7.5 (14.08) -3.8 (18.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 4.5 (11.57) -6.8 (16.98) 0.0 (0.00) 0.0 (0.00) 4.1 (11.04) -6.1 (16.21) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 7.0 (13.77) -4.4 (17.62) 0.0 (0.00) 0.0 (0.00) 6.2 (13.12) -3.9 (16.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 5.4 (12.46) -6.3 (17.28) 0.0 (0.00) 0.0 (0.00) 4.8 (11.81) -5.6 (16.32) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 8.6 (16.85) -3.8 (19.42) 0.0 (0.00) 0.0 (0.00) 7.5 (15.99) -3.3 (18.18) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 0 0, 0 0, 67 -33, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 7.1 (16.15) -6.1 (19.46) 0.0 (0.00) 0.0 (0.00) 6.1 (15.22) -5.3 (18.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 0 0, 0 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 8.1 (16.73) -5.1 (18.86) 6.7 (14.91) 6.7 (14.91) 7.9 (16.32) -3.5 (18.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 0, 33 0, 67 -33, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 6.1 (15.49) -7.1 (18.18) 6.7 (14.91) 6.7 (14.91) 6.1 (15.22) -5.3 (18.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 0, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 6.7 (13.56) -6.7 (18.36) 6.7 (14.91) 6.7 (14.91) 6.7 (13.53) -4.8 (18.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 5.1 (12.26) -9.0 (20.13) 0.0 (0.00) 0.0 (0.00) 4.4 (11.52) -7.8 (18.94) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 4.2 (11.26) -9.7 (18.33) 0.0 (0.00) 0.0 (0.00) 3.6 (10.50) -8.3 (17.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 3.3 (10.26) -10.0 (15.67) 0.0 (0.00) 0.0 (0.00) 2.8 (9.41) -8.3 (14.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 0.0 (0.00) -8.3 (14.91) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -7.0 (13.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 0.0 (0.00) -8.3 (14.91) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -7.8 (14.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 0.0 (0.00) -8.3 (14.91) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -7.8 (14.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 0.0 (0.00) -8.9 (15.26) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -8.3 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 0.0 (0.00) -8.9 (15.26) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -8.3 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 0.0 (0.00) -7.1 (14.19) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (13.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2935



Protocol BGB-A317-303 Page 244 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 2.4 (8.91) -4.8 (17.82) 0.0 (NE) 0.0 (NE) 2.2 (8.61) -4.4 (17.21) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 2.6 (9.25) -5.1 (18.49) 0.0 (NE) 0.0 (NE) 2.4 (8.91) -4.8 (17.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 3.3 (10.54) -6.7 (21.08) 0.0 (NE) 0.0 (NE) 3.0 (10.05) -6.1 (20.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 4.2 (11.79) -8.3 (23.57) 0.0 (NE) 0.0 (NE) 3.7 (11.11) -7.4 (22.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -9.5 (25.20) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -8.3 (23.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -14.3 (17.82) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -12.5 (17.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -14.3 (17.82) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -12.5 (17.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -14.3 (17.82) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -12.5 (17.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -16.7 (18.26) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -14.3 (17.82) 

Median 0.0 -16.7 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2944



Protocol BGB-A317-303 Page 253 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 17.4 (23.31) 1.4 (21.87) 20.1 (27.10) 4.4 (26.95) 18.4 (24.72) 2.5 (23.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 67 0, 100 -67, 100 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 13.5 (22.14)  15.5 (23.10)  14.1 (22.43)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 12.8 (19.47) -0.7 (19.72) 13.9 (20.83) -1.2 (21.61) 13.1 (19.85) -0.8 (20.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 13.4 (21.48) -0.8 (20.26) 11.4 (20.37) -4.8 (22.90) 12.8 (21.15) -1.9 (21.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 12.5 (20.81) -1.0 (17.99) 7.6 (20.16) -7.6 (17.41) 11.2 (20.70) -2.7 (18.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 35 35 157 157 

Mean (SD) 9.8 (18.53) -2.5 (23.14) 6.7 (13.53) -7.6 (18.23) 9.1 (17.55) -3.6 (22.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -100, 67 0, 33 -67, 33 0, 100 -100, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 9.0 (17.48) -1.9 (21.39) 9.1 (20.87) -4.0 (16.15) 9.0 (18.25) -2.4 (20.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 8.9 (15.59) -2.1 (21.76) 14.3 (27.02) -1.6 (26.82) 9.9 (18.19) -2.0 (22.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 8.6 (15.51) -2.6 (20.86) 14.8 (28.52) -1.9 (24.18) 9.7 (18.32) -2.5 (21.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 7.5 (14.01) -3.3 (21.61) 11.8 (26.20) -5.9 (17.62) 8.2 (16.69) -3.8 (20.90) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 6.8 (13.50) -1.9 (17.97) 15.6 (27.79) -2.2 (19.79) 8.3 (17.06) -2.0 (18.18) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 6.4 (13.21) -2.5 (17.58) 17.8 (27.79) 0.0 (21.82) 8.4 (17.14) -2.0 (18.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 6.5 (13.28) -2.2 (17.98) 23.8 (33.15) 4.8 (31.64) 9.6 (19.49) -0.9 (21.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 7.7 (14.20) -1.2 (17.94) 7.4 (22.22) -7.4 (36.43) 7.7 (15.33) -2.1 (21.15) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -67, 67 0, 67 -67, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 8.9 (14.90) 0.0 (19.07) 18.5 (33.79) 3.7 (42.31) 10.3 (18.56) 0.5 (23.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 8.8 (17.48) 0.0 (21.68) 11.1 (16.67) -3.7 (26.06) 9.1 (17.25) -0.5 (22.17) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 5.4 (12.45) -3.4 (17.00) 16.7 (25.20) 0.0 (35.63) 7.0 (15.09) -2.9 (20.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 6.7 (15.06) -2.0 (19.53) 4.2 (11.79) -12.5 (17.25) 6.3 (14.59) -3.4 (19.44) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 0 0, 67 -67, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 4.7 (11.68) -4.0 (18.61) 8.3 (15.43) -8.3 (23.57) 5.2 (12.17) -4.6 (19.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 6.9 (15.31) -2.1 (18.71) 8.3 (15.43) -8.3 (23.57) 7.1 (15.19) -3.0 (19.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 5.1 (12.11) -4.3 (15.09) 0.0 (0.00) -16.7 (25.20) 4.3 (11.30) -6.2 (17.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -67, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2958



Protocol BGB-A317-303 Page 267 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 4.4 (11.46) -5.2 (17.34) 8.3 (15.43) -8.3 (23.57) 5.0 (12.05) -5.7 (18.18) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 33 0, 33 -67, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 6.8 (13.60) -3.0 (17.34) 6.7 (14.91) 0.0 (23.57) 6.8 (13.57) -2.7 (17.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 4.4 (13.80) -4.4 (20.75) 0.0 (0.00) -6.7 (14.91) 3.9 (13.03) -4.7 (20.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 0 -33, 0 0, 67 -67, 67 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 1.8 (7.64) -7.2 (17.80) 0.0 (0.00) -6.7 (14.91) 1.6 (7.18) -7.1 (17.32) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 2.9 (9.47) -6.7 (15.76) 13.3 (18.26) 6.7 (27.89) 4.2 (11.16) -5.0 (17.78) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 33 -33, 33 0, 33 -67, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 1.0 (5.80) -9.1 (17.23) 6.7 (14.91) 0.0 (23.57) 1.8 (7.54) -7.9 (18.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 33 -33, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 5.1 (14.72) -5.1 (20.62) 13.3 (18.26) 6.7 (27.89) 6.1 (15.22) -3.5 (21.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 4.0 (11.05) -6.1 (19.46) 20.0 (29.81) 13.3 (38.01) 6.1 (15.22) -3.5 (22.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 3.3 (10.17) -6.7 (20.34) 20.0 (29.81) 13.3 (38.01) 5.7 (15.09) -3.8 (23.94) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 5.1 (12.26) -3.8 (19.61) 0.0 (0.00) -8.3 (16.67) 4.4 (11.52) -4.4 (19.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 4.2 (11.26) -4.2 (20.41) 0.0 (0.00) -8.3 (16.67) 3.6 (10.50) -4.8 (19.70) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 3.3 (10.26) -6.7 (20.52) 0.0 (0.00) -8.3 (16.67) 2.8 (9.41) -6.9 (19.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 4.2 (11.39) -6.3 (13.44) 0.0 (0.00) -11.1 (19.25) 3.5 (10.51) -7.0 (13.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, 0 0, 33 -33, 0 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 8.3 (19.25) -2.1 (19.12) 0.0 (NE) -33.3 (NE) 7.8 (18.74) -3.9 (20.01) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 0 -33, -33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 10.4 (20.07) 0.0 (21.08) 0.0 (NE) -33.3 (NE) 9.8 (19.60) -2.0 (21.96) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 0 -33, -33 0, 67 -33, 33 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 6.7 (18.69) 0.0 (17.82) 0.0 (NE) -33.3 (NE) 6.3 (18.13) -2.1 (19.12) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 0 -33, -33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2966



Protocol BGB-A317-303 Page 275 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 6.7 (18.69) 0.0 (17.82) 0.0 (NE) -33.3 (NE) 6.3 (18.13) -2.1 (19.12) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 0 -33, -33 0, 67 -33, 33 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 7.1 (19.30) 2.4 (15.82) 0.0 (NE) -33.3 (NE) 6.7 (18.69) 0.0 (17.82) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 0 -33, -33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2967



Protocol BGB-A317-303 Page 276 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 7.1 (26.73) 2.4 (20.52) 0.0 (NE) -33.3 (NE) 6.7 (25.82) 0.0 (21.82) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 0 -33, -33 0, 100 -33, 67 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 7.7 (27.74) 2.6 (21.35) 0.0 (NE) -33.3 (NE) 7.1 (26.73) 0.0 (22.65) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 0 -33, -33 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 0.0 (0.00) -3.3 (10.54) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -6.1 (13.48) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) -4.2 (11.79) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -7.4 (14.70) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -8.3 (15.43) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -8.3 (15.43) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2970



Protocol BGB-A317-303 Page 279 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -8.3 (15.43) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -8.3 (15.43) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -9.5 (16.27) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) -33.3 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 -33, -33 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 13.4 (22.68) -0.3 (23.57) 15.2 (23.35) 0.0 (24.43) 14.1 (22.88) -0.2 (23.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 16.2 (24.60)  15.1 (22.06)  15.9 (23.80)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 67  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 14.2 (23.41) -2.2 (17.93) 10.3 (18.64) -4.0 (20.96) 13.0 (22.12) -2.7 (18.87) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -67, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 14.0 (22.72) -2.7 (19.77) 12.9 (22.19) -0.5 (23.74) 13.7 (22.53) -2.0 (20.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 12.2 (23.82) -1.3 (20.84) 9.1 (18.13) -3.0 (24.71) 11.4 (22.52) -1.7 (21.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 67 -67, 67 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 10.7 (20.67) -1.4 (17.35) 6.5 (13.38) -5.6 (18.69) 9.7 (19.30) -2.3 (17.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 33 -67, 33 0, 100 -67, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 9.3 (20.37) -1.9 (21.88) 5.1 (12.14) -8.1 (18.69) 8.3 (18.81) -3.3 (21.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 33 -67, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 7.4 (16.33) -2.5 (18.45) 9.5 (15.43) -7.9 (23.34) 7.8 (16.12) -3.5 (19.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -67, 33 0, 67 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 7.1 (17.75) -3.0 (20.50) 7.4 (14.26) -7.4 (21.56) 7.2 (17.15) -3.7 (20.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

2984



Protocol BGB-A317-303 Page 293 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 7.9 (17.78) -3.3 (22.25) 5.9 (13.10) -9.8 (19.60) 7.6 (17.01) -4.5 (21.85) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 33 -33, 33 0, 100 -67, 100 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 7.2 (16.04) -3.4 (20.73) 4.4 (11.73) -11.1 (16.27) 6.7 (15.33) -4.8 (20.14) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 0 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 7.8 (17.39) -2.5 (22.54) 4.4 (11.73) -11.1 (16.27) 7.2 (16.50) -4.0 (21.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 0 0, 67 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 5.4 (15.02) -4.3 (20.45) 9.5 (20.37) -7.1 (26.73) 6.1 (16.07) -4.8 (21.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 4.2 (11.12) -5.4 (15.28) 22.2 (33.33) 7.4 (40.06) 6.7 (16.87) -3.6 (20.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 5.4 (13.89) -4.2 (19.14) 14.8 (24.22) 0.0 (28.87) 6.7 (15.81) -3.6 (20.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 5.0 (13.71) -5.0 (20.04) 18.5 (24.22) 3.7 (30.93) 7.0 (16.12) -3.8 (21.85) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 4.1 (11.04) -6.1 (16.21) 16.7 (25.20) 0.0 (30.86) 5.8 (14.26) -5.3 (18.68) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 4.7 (11.68) -5.3 (16.98) 16.7 (25.20) 0.0 (30.86) 6.3 (14.59) -4.6 (19.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 4.0 (12.85) -6.0 (18.67) 12.5 (24.80) -4.2 (21.36) 5.2 (15.04) -5.7 (18.87) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 4.9 (15.36) -5.6 (21.01) 25.0 (38.83) 8.3 (42.72) 7.7 (21.07) -3.6 (25.17) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 50.0 -16.7, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 8.0 (17.48) -2.9 (20.88) 29.2 (41.55) 12.5 (39.59) 11.1 (23.35) -0.6 (24.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 5.9 (16.34) -5.2 (21.27) 12.5 (24.80) -4.2 (21.36) 6.9 (17.73) -5.0 (21.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 33 0, 67 -67, 67 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 6.8 (16.98) -4.5 (22.26) 13.3 (29.81) 6.7 (14.91) 7.5 (18.34) -3.4 (21.78) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 0, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 7.9 (18.07) -4.4 (23.47) 13.3 (29.81) 6.7 (14.91) 8.5 (19.37) -3.1 (22.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 0, 33 0, 67 -67, 67 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 6.3 (15.39) -6.3 (22.00) 13.3 (29.81) 6.7 (14.91) 7.1 (17.32) -4.8 (21.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 7.6 (16.34) -5.7 (22.12) 20.0 (29.81) 13.3 (18.26) 9.2 (18.47) -3.3 (22.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 6.1 (15.49) -8.1 (23.61) 13.3 (29.81) 6.7 (14.91) 7.0 (17.60) -6.1 (23.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 8.1 (18.69) -6.1 (25.62) 20.0 (29.81) 13.3 (18.26) 9.6 (20.37) -3.5 (25.46) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -67, 67 0, 67 0, 33 0, 67 -67, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 7.1 (20.00) -7.1 (26.03) 13.3 (29.81) 6.7 (14.91) 7.9 (21.13) -5.3 (25.14) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 67 0, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 30 30 5 5 35 35 

Mean (SD) 11.1 (23.71) -2.2 (27.59) 13.3 (29.81) 6.7 (14.91) 11.4 (24.18) -1.0 (26.18) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 0, 33 0, 100 -67, 67 

 

Cycle 30       

n 26 26 4 4 30 30 

Mean (SD) 7.7 (21.72) -3.8 (30.30) 16.7 (33.33) 8.3 (16.67) 8.9 (23.05) -2.2 (28.94) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 67 0, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 24 24 4 4 28 28 

Mean (SD) 4.2 (11.26) -6.9 (21.93) 16.7 (33.33) 8.3 (16.67) 6.0 (15.85) -4.8 (21.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 33.3 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Cycle 32       

n 20 20 4 4 24 24 

Mean (SD) 8.3 (18.34) -5.0 (29.17) 16.7 (33.33) 8.3 (16.67) 9.7 (20.80) -2.8 (27.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 16.7 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 67 -67, 67 0, 67 0, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 16 16 3 3 19 19 

Mean (SD) 8.3 (19.25) -8.3 (25.82) 22.2 (38.49) 11.1 (19.25) 10.5 (22.37) -5.3 (25.49) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 67 0, 33 0, 67 -33, 67 

 

Cycle 34       

n 16 16 1 1 17 17 

Mean (SD) 14.6 (24.25) -2.1 (33.26) 0.0 (NE) 0.0 (NE) 13.7 (23.74) -2.0 (32.21) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 16 16 1 1 17 17 

Mean (SD) 12.5 (20.64) -4.2 (29.50) 0.0 (NE) 0.0 (NE) 11.8 (20.21) -3.9 (28.58) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 36       

n 15 15 1 1 16 16 

Mean (SD) 6.7 (18.69) -6.7 (25.82) 0.0 (NE) 0.0 (NE) 6.3 (18.13) -6.3 (25.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 1 1 16 16 

Mean (SD) 6.7 (18.69) -6.7 (25.82) 0.0 (NE) 0.0 (NE) 6.3 (18.13) -6.3 (25.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 38       

n 14 14 1 1 15 15 

Mean (SD) 7.1 (19.30) -4.8 (25.68) 0.0 (NE) 0.0 (NE) 6.7 (18.69) -4.4 (24.77) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 14 14 1 1 15 15 

Mean (SD) 9.5 (27.51) -2.4 (33.24) 0.0 (NE) 0.0 (NE) 8.9 (26.63) -2.2 (32.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 100 -33, 100 0, 0 0, 0 0, 100 -33, 100 

 

Cycle 40       

n 13 13 1 1 14 14 

Mean (SD) 7.7 (19.97) -2.6 (25.32) 0.0 (NE) 0.0 (NE) 7.1 (19.30) -2.4 (24.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 10 10 1 1 11 11 

Mean (SD) 3.3 (10.54) -6.7 (14.05) 0.0 (NE) 0.0 (NE) 3.0 (10.05) -6.1 (13.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 42       

n 8 8 1 1 9 9 

Mean (SD) 4.2 (11.79) -4.2 (11.79) 0.0 (NE) 0.0 (NE) 3.7 (11.11) -3.7 (11.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 7 7 1 1 8 8 

Mean (SD) 9.5 (16.27) 0.0 (19.25) 0.0 (NE) 0.0 (NE) 8.3 (15.43) 0.0 (17.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 44       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 46       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 48       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 50       

n 4 4 1 1 5 5 

Mean (SD) 0.0 (0.00) -8.3 (16.67) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -6.7 (14.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 52       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 54       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 56       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 58       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

3009



Protocol BGB-A317-303 Page 318 of 320 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 60       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 62       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 119 119 68 68 187 187 

Mean (SD) 17.4 (27.39) 1.1 (23.74) 14.2 (25.96) 0.5 (24.77) 16.2 (26.85) 0.9 (24.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-12-01-qs-chg-c13-pdql-fa.rtf 

 

3012



Protocol BGB-A317-303 Page 1 of 10 

Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Dyspnoea Scale 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  26AUG2024 04:43  f-14-02-02-04-12-01-series-c13-fa.rtf 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Sore Mouth 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  26AUG2024 04:43  f-14-02-02-04-12-01-series-c13-fa.rtf 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Dysphagia 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  26AUG2024 04:43  f-14-02-02-04-12-01-series-c13-fa.rtf 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Peripheral Neuropathy 

212 195 174 131 122 107 94 89 80 69 68 62

No. of Patients

97 84 70 44 36 33 21 18 17 15 15 14

Baseline Cycle 2 Cycle 3 Cycle 4 Cycle 5 Cycle 6 Cycle 7 Cycle 8 Cycle 9 Cycle 10 Cycle 11 Cycle 12

Visit

-15

-10

-5

0

5

10

15

20

25

30

C
h
an

g
e 

fr
o
m

 b
as

el
in

e 
(M

ea
n
)

T islelizumab

Docetaxel

DocetaxelTislelizumab

 
Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  26AUG2024 04:43  f-14-02-02-04-12-01-series-c13-fa.rtf 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  26AUG2024 04:43  f-14-02-02-04-12-01-series-c13-fa.rtf 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  26AUG2024 04:43  f-14-02-02-04-12-01-series-c13-fa.rtf 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Coughing          

   Cycle 4 131  -7.86 (1.84) 44  -2.15 (2.83) -5.71 (-11.70, 

0.28) 

-0.31 (-0.63, 

0.02) 

0.0617 

   Cycle 6 107  -10.09 (2.05) 33  -1.39 (3.39) -8.71 (-15.94, 

-1.47) 

-0.44 (-0.80, 

-0.07) 

0.0187 

   Overall Treatment Effect 195 32.55 (24.81) -8.75 (1.70) 84 32.65 (25.45) 0.68 (2.78) -9.43 (-15.16, 

-3.70) 

-0.60 (-0.96, 

-0.23) 

0.0014 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  26AUG2024 06:46  t-14-02-02-04-12-02-eff-mmrmqs-c13-fa.rtf 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Haemoptysis          

   Cycle 4 131  0.02 (1.17) 44  -0.51 (1.86) 0.53 (-3.47, 

4.53) 

0.04 (-0.29, 

0.38) 

0.7952 

   Cycle 6 107  0.28 (1.28) 33  -1.69 (2.16) 1.97 (-2.71, 

6.65) 

0.16 (-0.22, 

0.53) 

0.4049 

   Overall Treatment Effect 195 4.87 (13.86) 0.24 (1.97) 84 4.81 (11.77) 2.33 (3.62) -2.09 (-14.14, 

9.96) 

-0.16 (-0.94, 

0.63) 

0.6366 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  26AUG2024 06:46  t-14-02-02-04-12-02-eff-mmrmqs-c13-fa.rtf 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Dyspnoea Scale          

   Cycle 4 131  0.56 (1.36) 44  -0.86 (2.11) 1.42 (-3.15, 

5.98) 

0.10 (-0.21, 

0.41) 

0.5409 

   Cycle 6 107  0.59 (1.51) 33  0.22 (2.43) 0.37 (-4.95, 

5.68) 

0.02 (-0.31, 

0.35) 

0.8921 

   Overall Treatment Effect 195 19.60 (14.68) -0.25 (1.22) 84 20.85 (18.02) 1.69 (1.96) -1.94 (-6.06, 

2.18) 

-0.16 (-0.50, 

0.18) 

0.3548 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  26AUG2024 06:46  t-14-02-02-04-12-02-eff-mmrmqs-c13-fa.rtf 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Sore Mouth          

   Cycle 4 131  1.11 (1.01) 44  2.27 (1.58) -1.16 (-4.64, 

2.31) 

-0.10 (-0.40, 

0.20) 

0.5101 

   Cycle 6 107  -0.42 (0.95) 33  5.01 (1.61) -5.44 (-8.88, 

-1.99) 

-0.62 (-1.02, 

-0.22) 

0.0023 

   Overall Treatment Effect 195 1.42 (6.74) 1.41 (0.71) 84 1.72 (7.41) 3.40 (1.20) -1.99 (-4.41, 

0.43) 

-0.33 (-0.74, 

0.07) 

0.1068 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  26AUG2024 06:46  t-14-02-02-04-12-02-eff-mmrmqs-c13-fa.rtf 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Dysphagia          

   Cycle 4 131  0.77 (0.90) 44  -0.87 (1.36) 1.64 (-1.22, 

4.51) 

0.18 (-0.13, 

0.48) 

0.2597 

   Cycle 6 107  0.32 (1.07) 33  2.88 (1.71) -2.56 (-6.26, 

1.15) 

-0.23 (-0.56, 

0.10) 

0.1752 

   Overall Treatment Effect 195 3.46 (11.18) 0.65 (0.81) 84 2.41 (9.92) 0.16 (1.24) 0.49 (-2.05, 

3.02) 

0.06 (-0.26, 

0.39) 

0.7048 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  26AUG2024 06:46  t-14-02-02-04-12-02-eff-mmrmqs-c13-fa.rtf 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Peripheral Neuropathy          

   Cycle 4 131  0.25 (1.31) 44  1.57 (2.00) -1.32 (-5.59, 

2.95) 

-0.10 (-0.41, 

0.21) 

0.5420 

   Cycle 6 107  -1.63 (1.43) 33  3.85 (2.32) -5.47 (-10.42, 

-0.52) 

-0.39 (-0.74, 

-0.04) 

0.0305 

   Overall Treatment Effect 195 8.02 (20.10) -0.12 (1.13) 84 5.50 (15.72) 5.55 (1.83) -5.67 (-9.37, 

-1.97) 

-0.56 (-0.92, 

-0.19) 

0.0029 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Alopecia          

   Cycle 4 131  -4.82 (1.95) 44  31.17 (3.07) -35.98 (-42.67, 

-29.30) 

-1.71 (-2.07, 

-1.35) 

< 0.0001 

   Cycle 6 107  -7.02 (1.88) 33  33.87 (3.03) -40.88 (-47.40, 

-34.36) 

-2.12 (-2.52, 

-1.72) 

< 0.0001 

   Overall Treatment Effect 195 7.86 (18.39) -6.17 (1.55) 84 11.34 (24.00) 31.32 (2.48) -37.49 (-42.60, 

-32.38) 

-2.56 (-3.00, 

-2.12) 

< 0.0001 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Pain in Chest          

   Cycle 4 131  -1.91 (1.61) 44  -1.85 (2.49) -0.06 (-5.45, 

5.33) 

-0.00 (-0.31, 

0.31) 

0.9819 

   Cycle 6 107  0.49 (1.84) 33  -0.37 (3.04) 0.86 (-5.76, 

7.48) 

0.05 (-0.31, 

0.40) 

0.7982 

   Overall Treatment Effect 195 16.67 (20.91) -2.46 (1.34) 84 14.09 (21.43) 1.65 (2.14) -4.11 (-8.50, 

0.28) 

-0.32 (-0.67, 

0.02) 

0.0662 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Pain in Arm or Shoulder          

   Cycle 4 131  -0.04 (1.55) 44  -4.39 (2.39) 4.35 (-0.75, 

9.46) 

0.27 (-0.05, 

0.59) 

0.0939 

   Cycle 6 107  -1.85 (1.73) 33  -2.74 (2.83) 0.89 (-5.21, 

6.99) 

0.05 (-0.30, 

0.40) 

0.7734 

   Overall Treatment Effect 195 13.52 (22.14) -1.38 (1.40) 84 15.46 (23.10) -1.43 (2.29) 0.06 (-4.66, 

4.77) 

0.00 (-0.35, 

0.36) 

0.9808 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Pain in Other Parts          

   Cycle 4 131  -0.94 (1.83) 44  -2.00 (2.92) 1.05 (-5.34, 

7.44) 

0.05 (-0.27, 

0.37) 

0.7456 

   Cycle 6 107  -2.08 (1.90) 33  -6.88 (3.20) 4.80 (-2.13, 

11.74) 

0.26 (-0.12, 

0.64) 

0.1734 

   Overall Treatment Effect 195 16.19 (24.60) -1.50 (1.44) 84 15.12 (22.06) -4.31 (2.36) 2.81 (-2.11, 

7.73) 

0.20 (-0.15, 

0.56) 

0.2609 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.3: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

 Coughing 214 37 (17.3) NR (NE, NE) 103 20 (19.4) 9.9 (5.6, NE) 0.714 (0.411, 1.243) 0.2288 

 

 Haemoptysis 214 19 (8.9) NR (NE, NE) 103 7 (6.8) NR (NE, NE) 0.792 (0.324, 1.937) 0.6034 

 

 Dyspnoea Scale 214 58 (27.1) NR (9.9, NE) 103 29 (28.2) 7.7 (4.9, NE) 0.702 (0.445, 1.108) 0.1199 

 

 Sore Mouth 214 19 (8.9) NR (NE, NE) 103 10 (9.7) NR (NE, NE) 0.574 (0.260, 1.266) 0.1640 

 

 Dysphagia 214 13 (6.1) NR (NE, NE) 103 6 (5.8) NR (NE, NE) 0.683 (0.251, 1.858) 0.4544 

 

 Peripheral Neuropathy 214 27 (12.6) NR (NE, NE) 103 12 (11.7) NR (6.9, NE) 0.698 (0.345, 1.415) 0.3136 

 

 Alopecia 214 11 (5.1) NR (NE, NE) 103 48 (46.6) 2.1 (0.9, 2.8) 0.046 (0.022, 0.096) <0.0001 

 

 Pain in Chest 214 27 (12.6) NR (31.3, NE) 103 8 (7.8) NR (NE, NE) 1.004 (0.445, 2.266) 0.9964 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.2.2.4.12.3: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

 Pain in Arm or Shoulder 214 42 (19.6) NR (24.5, NE) 103 8 (7.8) NR (NE, NE) 2.025 (0.943, 4.348) 0.0656 

 

 Pain in Other Parts 214 36 (16.8) NR (22.8, NE) 103 10 (9.7) NR (12.5, NE) 1.194 (0.584, 2.439) 0.6261 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Coughing
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T islelizumab: n = 214, events = 37, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 20, Median: 9.9, 95% CI: 5.6 - NE

HR (95% CI): 0.714 (0.411, 1.243)

Log-rank test p-value: 0.2288

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Haemoptysis
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T islelizumab: n = 214, events = 19, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.792 (0.324, 1.937)

Log-rank test p-value: 0.6034

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Dyspnoea Scale
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T islelizumab: n = 214, events = 58, Median: NR, 95% CI: 9.9 - NE

Docetaxel: n = 103, events = 29, Median: 7.7, 95% CI: 4.9 - NE

HR (95% CI): 0.702 (0.445, 1.108)

Log-rank test p-value: 0.1199

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Sore Mouth
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T islelizumab: n = 214, events = 19, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.574 (0.260, 1.266)

Log-rank test p-value: 0.1640

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Dysphagia
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T islelizumab: n = 214, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.683 (0.251, 1.858)

Log-rank test p-value: 0.4544

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Peripheral Neuropathy
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T islelizumab: n = 214, events = 27, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 12, Median: NR, 95% CI: 6.9 - NE

HR (95% CI): 0.698 (0.345, 1.415)

Log-rank test p-value: 0.3136

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-qs.sas  26AUG2024 02:19  f-14-02-02-04-12-03-km-qs-c13-fa.rtf 

3040



Protocol BGB-A317-303 Page 7 of 10 

Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Alopecia
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T islelizumab: n = 214, events = 11, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 48, Median: 2.1, 95% CI: 0.9 - 2.8

HR (95% CI): 0.046 (0.022, 0.096)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Pain in Chest
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T islelizumab: n = 214, events = 27, Median: NR, 95% CI: 31.3 - NE

Docetaxel: n = 103, events = 8, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.004 (0.445, 2.266)

Log-rank test p-value: 0.9964

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Pain in Arm or Shoulder
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T islelizumab: n = 214, events = 42, Median: NR, 95% CI: 24.5 - NE

Docetaxel: n = 103, events = 8, Median: NR, 95% CI: NE - NE

HR (95% CI): 2.025 (0.943, 4.348)

Log-rank test p-value: 0.0656

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Pain in Other Parts
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T islelizumab: n = 214, events = 36, Median: NR, 95% CI: 22.8 - NE

Docetaxel: n = 103, events = 10, Median: NR, 95% CI: 12.5 - NE

HR (95% CI): 1.194 (0.584, 2.439)

Log-rank test p-value: 0.6261

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 25 (17.5) NR (NE, NE) 66 13 (19.7) NR (5.6, NE) 0.724 (0.368, 1.421) 0.3427 

   Age >= 65 Years 71 12 (16.9) NR (NE, NE) 37 7 (18.9) 6.9 (3.9, NE) 0.552 (0.207, 1.468) 0.2272 

   Interaction        0.7213 

 

Sex         

   Male 166 29 (17.5) NR (NE, NE) 76 12 (15.8) 9.9 (5.2, NE) 0.780 (0.393, 1.549) 0.4729 

   Female 48 8 (16.7) NR (13.2, NE) 27 8 (29.6) NR (2.9, NE) 0.468 (0.175, 1.253) 0.1196 

   Interaction        0.3344 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 28 (16.7) NR (NE, NE) 88 14 (15.9) NR (5.6, NE) 0.788 (0.411, 1.508) 0.4671 

   White 38 7 (18.4) NR (NE, NE) 13 4 (30.8) 6.9 (0.8, NE) 0.554 (0.161, 1.907) 0.3409 

   Other 8 2 (25.0) NR (1.4, NE) 2 2 (100.0) 0.7 (0.7, NE) 0.000 (0.000, NE) 0.0009 

   Interaction        0.0969 

 

Region         

   China 167 28 (16.8) NR (NE, NE) 88 14 (15.9) NR (5.6, NE) 0.788 (0.411, 1.508) 0.4671 

   Europe 32 5 (15.6) NR (NE, NE) 13 4 (30.8) 6.9 (0.8, NE) 0.460 (0.122, 1.736) 0.2410 

   Other 15 4 (26.7) NR (1.5, NE) 2 2 (100.0) 0.7 (0.7, NE) 0.053 (0.005, 0.593) 0.0012 

   Interaction        0.0808 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 13 (26.0) NR (9.1, NE) 19 4 (21.1) NR (0.8, NE) 0.830 (0.269, 2.559) 0.7490 

   1 164 24 (14.6) NR (NE, NE) 84 16 (19.0) 9.9 (5.6, NE) 0.558 (0.292, 1.068) 0.0730 

   Interaction        0.6282 

 

Smoking Status         

   Current or Former 154 28 (18.2) NR (NE, NE) 66 11 (16.7) 9.9 (5.2, NE) 0.816 (0.401, 1.659) 0.5704 

   Never 60 9 (15.0) NR (13.9, NE) 37 9 (24.3) NR (4.1, NE) 0.467 (0.184, 1.186) 0.1009 

   Interaction        0.3508 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 27 (21.6) NR (13.9, NE) 62 12 (19.4) NR (5.6, NE) 0.973 (0.492, 1.927) 0.9339 

   Squamous 89 10 (11.2) NR (NE, NE) 41 8 (19.5) NR (5.2, NE) 0.314 (0.117, 0.843) 0.0160 

   Interaction        0.0822 

 

EGFR mutation at baseline         

   Wild type 143 29 (20.3) NR (NE, NE) 75 15 (20.0) NR (6.9, NE) 0.850 (0.453, 1.594) 0.6091 

   Unknown 71 8 (11.3) NR (NE, NE) 28 5 (17.9) 5.2 (3.9, NE) 0.306 (0.092, 1.011) 0.0409 

   Interaction        0.2309 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  26AUG2024 06:51  t-14-02-02-04-12-03-s-eff-tteqs-subgrp-c13-fa.rtf 

3048



Protocol BGB-A317-303 Page 5 of 71 
 

Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 21 (19.4) NR (NE, NE) 48 8 (16.7) 9.9 (9.9, NE) 0.925 (0.404, 2.123) 0.8599 

   Unknown 106 16 (15.1) NR (NE, NE) 55 12 (21.8) NR (5.2, NE) 0.519 (0.244, 1.104) 0.0824 

   Interaction        0.4645 

 

Line of therapy         

   Second 180 32 (17.8) NR (NE, NE) 88 17 (19.3) NR (5.6, NE) 0.719 (0.396, 1.304) 0.2718 

   Third 34 5 (14.7) NR (12.7, NE) 15 3 (20.0) 6.9 (0.7, NE) 0.382 (0.083, 1.751) 0.1994 

   Interaction        0.5187 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 5 (15.2) NR (6.2, NE) 8 1 (12.5) NR (4.1, NE) 0.877 (0.100, 7.715) 0.9055 

   Metastatic 181 32 (17.7) NR (NE, NE) 95 19 (20.0) 9.9 (5.6, NE) 0.678 (0.381, 1.205) 0.1806 

   Interaction        0.7116 

 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (2.8, NE) 9 1 (11.1) NR (0.8, NE) 0.949 (0.080, 11.248) 0.9669 

   No 201 35 (17.4) NR (NE, NE) 94 19 (20.2) 9.9 (5.6, NE) 0.631 (0.357, 1.116) 0.1090 

   Interaction        0.5230 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  26AUG2024 06:51  t-14-02-02-04-12-03-s-eff-tteqs-subgrp-c13-fa.rtf 

3050



Protocol BGB-A317-303 Page 7 of 71 
 

Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 3 (18.8) NR (1.4, NE) 0.230 (0.024, 2.220) 0.1655 

   No 187 36 (19.3) NR (NE, NE) 87 17 (19.5) NR (5.6, NE) 0.736 (0.410, 1.321) 0.3010 

   Interaction        0.2080 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  26AUG2024 06:51  t-14-02-02-04-12-03-s-eff-tteqs-subgrp-c13-fa.rtf 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 15 (10.5) NR (NE, NE) 66 6 (9.1) NR (7.4, NE) 0.851 (0.329, 2.204) 0.7417 

   Age >= 65 Years 71 4 (5.6) NR (NE, NE) 37 1 (2.7) NR (3.9, NE) 1.173 (0.124, 11.127) 0.8920 

   Interaction        0.7338 

 

Sex         

   Male 166 19 (11.4) NR (NE, NE) 76 5 (6.6) NR (NE, NE) 1.147 (0.422, 3.118) 0.7855 

   Female 48 0 (0.0) NR (NE, NE) 27 2 (7.4) NR (5.5, NE) 0.000 (0.000, NE) 0.0284 

   Interaction        0.9911 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  26AUG2024 06:51  t-14-02-02-04-12-03-s-eff-tteqs-subgrp-c13-fa.rtf 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 15 (8.9) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 0.839 (0.320, 2.199) 0.7216 

   White 38 2 (5.3) NR (NE, NE) 13 1 (7.7) NR (5.5, NE) 0.555 (0.050, 6.193) 0.6277 

   Other 8 2 (25.0) NR (0.7, NE) 2 0 (0.0) NR (NE, NE) 38680362.811 (0.000, 

NE) 

0.4208 

   Interaction        0.9233 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  26AUG2024 06:51  t-14-02-02-04-12-03-s-eff-tteqs-subgrp-c13-fa.rtf 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 15 (9.0) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 0.839 (0.320, 2.199) 0.7216 

   Europe 32 1 (3.1) NR (NE, NE) 13 1 (7.7) NR (5.5, NE) 0.302 (0.019, 4.825) 0.3686 

   Other 15 3 (20.0) NR (2.8, NE) 2 0 (0.0) NR (NE, NE) 11404251.831 (0.000, 

NE) 

0.4811 

   Interaction        0.7948 

 

ECOG performance-status score         

   0 50 5 (10.0) NR (NE, NE) 19 2 (10.5) NR (7.4, NE) 0.573 (0.110, 2.980) 0.5031 

   1 164 14 (8.5) NR (NE, NE) 84 5 (6.0) NR (NE, NE) 1.011 (0.358, 2.858) 0.9835 

   Interaction        0.5958 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 19 (12.3) NR (NE, NE) 66 5 (7.6) NR (NE, NE) 1.065 (0.391, 2.900) 0.9004 

   Never 60 0 (0.0) NR (NE, NE) 37 2 (5.4) NR (5.5, NE) 0.000 (0.000, NE) 0.0269 

   Interaction        0.9908 

 

Histology         

   Non-squamous 125 7 (5.6) NR (NE, NE) 62 4 (6.5) NR (NE, NE) 0.655 (0.191, 2.252) 0.4993 

   Squamous 89 12 (13.5) NR (17.6, NE) 41 3 (7.3) NR (NE, NE) 1.063 (0.287, 3.944) 0.9307 

   Interaction        0.6144 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  26AUG2024 06:51  t-14-02-02-04-12-03-s-eff-tteqs-subgrp-c13-fa.rtf 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 7 (4.9) NR (NE, NE) 75 4 (5.3) NR (NE, NE) 0.644 (0.186, 2.226) 0.4835 

   Unknown 71 12 (16.9) NR (17.6, NE) 28 3 (10.7) NR (3.9, NE) 0.863 (0.233, 3.195) 0.8198 

   Interaction        0.7350 

 

ALK rearrangement at baseline         

   Wild type 108 8 (7.4) NR (NE, NE) 48 3 (6.3) NR (7.4, NE) 0.730 (0.184, 2.897) 0.6530 

   Unknown 106 11 (10.4) NR (NE, NE) 55 4 (7.3) NR (NE, NE) 1.143 (0.363, 3.597) 0.8193 

   Interaction        0.5334 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  26AUG2024 06:51  t-14-02-02-04-12-03-s-eff-tteqs-subgrp-c13-fa.rtf 

3056



Protocol BGB-A317-303 Page 13 of 71 
 

Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 12 (6.7) NR (NE, NE) 88 7 (8.0) NR (NE, NE) 0.559 (0.217, 1.439) 0.2218 

   Third 34 7 (20.6) NR (17.6, NE) 15 0 (0.0) NR (NE, NE) 14172078.717 (0.000, 

NE) 

0.1623 

   Interaction        0.9868 

 

Disease Stage         

   Locally advanced 33 5 (15.2) NR (NE, NE) 8 3 (37.5) 5.5 (0.7, NE) 0.277 (0.061, 1.264) 0.0764 

   Metastatic 181 14 (7.7) NR (NE, NE) 95 4 (4.2) NR (NE, NE) 1.190 (0.387, 3.660) 0.7611 

   Interaction        0.0744 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 9 0 (0.0) NR (NE, NE) 55002863.742 (0.000, 

NE) 

0.4250 

   No 201 18 (9.0) NR (NE, NE) 94 7 (7.4) NR (NE, NE) 0.801 (0.330, 1.944) 0.6225 

   Interaction        0.9889 

 

Liver metastases at baseline         

   Yes 27 2 (7.4) 9.3 (6.0, NE) 16 1 (6.3) NR (3.9, NE) 0.000 (0.000, NE) 0.3173 

   No 187 17 (9.1) NR (NE, NE) 87 6 (6.9) NR (NE, NE) 0.934 (0.365, 2.391) 0.8872 

   Interaction        0.8561 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 35 (24.5) NR (NE, NE) 66 20 (30.3) 7.7 (2.8, NE) 0.610 (0.350, 1.063) 0.0781 

   Age >= 65 Years 71 23 (32.4) 14.5 (5.0, NE) 37 9 (24.3) 6.9 (3.6, NE) 0.911 (0.410, 2.026) 0.8059 

   Interaction        0.2283 

 

Sex         

   Male 166 40 (24.1) NR (NE, NE) 76 19 (25.0) 7.9 (3.6, NE) 0.703 (0.403, 1.226) 0.2078 

   Female 48 18 (37.5) 9.1 (3.4, NE) 27 10 (37.0) 4.9 (0.8, NE) 0.743 (0.338, 1.634) 0.4539 

   Interaction        0.8643 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 37 (22.0) NR (NE, NE) 88 26 (29.5) 7.7 (3.5, NE) 0.520 (0.311, 0.868) 0.0106 

   White 38 16 (42.1) 9.1 (1.7, NE) 13 2 (15.4) NR (6.9, NE) 2.396 (0.540, 10.632) 0.2347 

   Other 8 5 (62.5) 3.5 (0.7, NE) 2 1 (50.0) 4.9 (NE, NE) 2.139 (0.240, 19.102) 0.4906 

   Interaction        0.0953 

 

Region         

   China 167 37 (22.2) NR (NE, NE) 88 26 (29.5) 7.7 (3.5, NE) 0.520 (0.311, 0.868) 0.0106 

   Europe 32 14 (43.8) 9.0 (1.5, NE) 13 2 (15.4) NR (6.9, NE) 2.756 (0.616, 12.330) 0.1655 

   Other 15 7 (46.7) 9.1 (0.7, NE) 2 1 (50.0) 4.9 (NE, NE) 1.027 (0.123, 8.568) 0.9971 

   Interaction        0.1017 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 16 (32.0) NR (4.1, NE) 19 6 (31.6) 4.9 (0.8, NE) 0.540 (0.207, 1.407) 0.1990 

   1 164 42 (25.6) NR (9.1, NE) 84 23 (27.4) 7.7 (6.9, NE) 0.728 (0.433, 1.225) 0.2231 

   Interaction        0.7593 

 

Smoking Status         

   Current or Former 154 42 (27.3) NR (8.3, NE) 66 16 (24.2) 7.9 (3.6, NE) 0.900 (0.503, 1.612) 0.7133 

   Never 60 16 (26.7) NR (9.0, NE) 37 13 (35.1) 4.9 (0.9, NE) 0.472 (0.220, 1.010) 0.0465 

   Interaction        0.2170 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 35 (28.0) NR (9.1, NE) 62 20 (32.3) 6.9 (3.5, NE) 0.701 (0.402, 1.222) 0.1977 

   Squamous 89 23 (25.8) NR (5.7, NE) 41 9 (22.0) 7.9 (3.6, NE) 0.750 (0.340, 1.651) 0.4745 

   Interaction        0.7539 

 

EGFR mutation at baseline         

   Wild type 143 41 (28.7) NR (9.0, NE) 75 22 (29.3) 6.9 (4.9, NE) 0.770 (0.455, 1.304) 0.3191 

   Unknown 71 17 (23.9) NR (6.2, NE) 28 7 (25.0) 7.9 (3.6, NE) 0.605 (0.246, 1.483) 0.2632 

   Interaction        0.7563 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 30 (27.8) NR (9.9, NE) 48 10 (20.8) NR (NE, NE) 1.050 (0.508, 2.172) 0.9006 

   Unknown 106 28 (26.4) NR (5.7, NE) 55 19 (34.5) 6.9 (3.5, 9.9) 0.589 (0.327, 1.060) 0.0705 

   Interaction        0.4182 

 

Line of therapy         

   Second 180 48 (26.7) NR (9.9, NE) 88 23 (26.1) 7.9 (4.9, NE) 0.774 (0.467, 1.282) 0.3091 

   Third 34 10 (29.4) NR (3.5, NE) 15 6 (40.0) 3.6 (0.7, NE) 0.405 (0.142, 1.153) 0.0789 

   Interaction        0.2839 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 10 (30.3) 8.3 (5.7, NE) 8 3 (37.5) 7.9 (0.7, NE) 0.578 (0.155, 2.158) 0.4046 

   Metastatic 181 48 (26.5) NR (9.9, NE) 95 26 (27.4) 7.7 (4.9, NE) 0.730 (0.449, 1.187) 0.1975 

   Interaction        0.9448 

 

Brain metastases at baseline         

   Yes 13 5 (38.5) 2.1 (0.7, NE) 9 3 (33.3) NR (0.7, NE) 0.995 (0.232, 4.259) 0.9738 

   No 201 53 (26.4) NR (9.9, NE) 94 26 (27.7) 7.7 (4.9, NE) 0.696 (0.431, 1.123) 0.1286 

   Interaction        0.8063 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 3 (11.1) NR (1.5, NE) 16 4 (25.0) NR (1.5, NE) 0.616 (0.138, 2.758) 0.5197 

   No 187 55 (29.4) NR (9.1, NE) 87 25 (28.7) 7.7 (4.9, NE) 0.738 (0.456, 1.194) 0.2087 

   Interaction        0.4710 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 12 (8.4) NR (NE, NE) 66 7 (10.6) NR (NE, NE) 0.550 (0.214, 1.414) 0.2117 

   Age >= 65 Years 71 7 (9.9) NR (NE, NE) 37 3 (8.1) NR (NE, NE) 0.674 (0.170, 2.679) 0.5734 

   Interaction        0.7138 

 

Sex         

   Male 166 13 (7.8) NR (NE, NE) 76 7 (9.2) NR (NE, NE) 0.534 (0.210, 1.359) 0.1818 

   Female 48 6 (12.5) NR (17.6, NE) 27 3 (11.1) NR (3.6, NE) 0.824 (0.204, 3.329) 0.7820 

   Interaction        0.5875 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 9 (5.4) NR (NE, NE) 88 9 (10.2) NR (NE, NE) 0.362 (0.142, 0.924) 0.0274 

   White 38 6 (15.8) NR (11.8, NE) 13 1 (7.7) NR (2.1, NE) 1.556 (0.186, 13.034) 0.6812 

   Other 8 4 (50.0) 6.3 (0.8, NE) 2 0 (0.0) NR (NE, NE) 39435977.140 (0.000, 

NE) 

0.2497 

   Interaction        0.3620 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 9 (5.4) NR (NE, NE) 88 9 (10.2) NR (NE, NE) 0.362 (0.142, 0.924) 0.0274 

   Europe 32 6 (18.8) NR (9.9, NE) 13 1 (7.7) NR (2.1, NE) 1.927 (0.230, 16.144) 0.5381 

   Other 15 4 (26.7) NR (5.1, NE) 2 0 (0.0) NR (NE, NE) 11529346.457 (0.000, 

NE) 

0.4168 

   Interaction        0.2714 

 

ECOG performance-status score         

   0 50 7 (14.0) NR (9.9, NE) 19 1 (5.3) NR (3.6, NE) 1.379 (0.167, 11.365) 0.7643 

   1 164 12 (7.3) NR (NE, NE) 84 9 (10.7) NR (NE, NE) 0.489 (0.204, 1.174) 0.1027 

   Interaction        0.2693 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 13 (8.4) NR (NE, NE) 66 9 (13.6) NR (NE, NE) 0.336 (0.140, 0.807) 0.0109 

   Never 60 6 (10.0) NR (17.6, NE) 37 1 (2.7) NR (NE, NE) 3.028 (0.362, 25.293) 0.2828 

   Interaction        0.0604 

 

Histology         

   Non-squamous 125 12 (9.6) NR (NE, NE) 62 4 (6.5) NR (NE, NE) 1.137 (0.364, 3.548) 0.8231 

   Squamous 89 7 (7.9) NR (NE, NE) 41 6 (14.6) NR (3.5, NE) 0.240 (0.075, 0.765) 0.0092 

   Interaction        0.0737 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 13 (9.1) NR (NE, NE) 75 6 (8.0) NR (NE, NE) 0.785 (0.295, 2.092) 0.6287 

   Unknown 71 6 (8.5) NR (NE, NE) 28 4 (14.3) NR (3.6, NE) 0.340 (0.094, 1.226) 0.0843 

   Interaction        0.2443 

 

ALK rearrangement at baseline         

   Wild type 108 7 (6.5) NR (NE, NE) 48 5 (10.4) NR (3.5, NE) 0.256 (0.069, 0.940) 0.0278 

   Unknown 106 12 (11.3) NR (NE, NE) 55 5 (9.1) NR (NE, NE) 1.040 (0.366, 2.955) 0.9417 

   Interaction        0.1144 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 17 (9.4) NR (NE, NE) 88 10 (11.4) NR (NE, NE) 0.564 (0.256, 1.245) 0.1523 

   Third 34 2 (5.9) NR (7.6, NE) 15 0 (0.0) NR (NE, NE) 11180789.351 (0.000, 

NE) 

0.5831 

   Interaction        0.9910 

 

Disease Stage         

   Locally advanced 33 2 (6.1) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12552233.303 (0.000, 

NE) 

0.4905 

   Metastatic 181 17 (9.4) NR (NE, NE) 95 10 (10.5) NR (NE, NE) 0.555 (0.251, 1.229) 0.1426 

   Interaction        0.9911 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (1.4, NE) 9 0 (0.0) NR (NE, NE) 52307174.337 (0.000, 

NE) 

0.2726 

   No 201 17 (8.5) NR (NE, NE) 94 10 (10.6) NR (NE, NE) 0.504 (0.227, 1.116) 0.0863 

   Interaction        0.9879 

 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 0.697 (0.044, 11.138) 0.7972 

   No 187 18 (9.6) NR (NE, NE) 87 9 (10.3) NR (NE, NE) 0.589 (0.262, 1.323) 0.1969 

   Interaction        0.9337 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 6 (4.2) NR (NE, NE) 66 4 (6.1) NR (NE, NE) 0.474 (0.131, 1.711) 0.2450 

   Age >= 65 Years 71 7 (9.9) NR (NE, NE) 37 2 (5.4) NR (NE, NE) 1.337 (0.273, 6.563) 0.7178 

   Interaction        0.3989 

 

Sex         

   Male 166 8 (4.8) NR (NE, NE) 76 5 (6.6) NR (NE, NE) 0.473 (0.150, 1.491) 0.1918 

   Female 48 5 (10.4) NR (12.5, NE) 27 1 (3.7) NR (NE, NE) 2.485 (0.290, 21.293) 0.3900 

   Interaction        0.1838 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  26AUG2024 06:51  t-14-02-02-04-12-03-s-eff-tteqs-subgrp-c13-fa.rtf 

3073



Protocol BGB-A317-303 Page 30 of 71 
 

Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 6 (3.6) NR (NE, NE) 88 5 (5.7) NR (NE, NE) 0.531 (0.162, 1.744) 0.2893 

   White 38 4 (10.5) NR (12.5, NE) 13 1 (7.7) NR (NE, NE) 0.995 (0.110, 9.013) 0.9961 

   Other 8 3 (37.5) 14.9 (5.1, NE) 2 0 (0.0) NR (NE, NE) 40784828.393 (0.000, 

NE) 

0.2994 

   Interaction        0.7563 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 6 (3.6) NR (NE, NE) 88 5 (5.7) NR (NE, NE) 0.531 (0.162, 1.744) 0.2893 

   Europe 32 3 (9.4) NR (12.5, NE) 13 1 (7.7) NR (NE, NE) 0.831 (0.084, 8.195) 0.8742 

   Other 15 4 (26.7) 16.6 (5.1, NE) 2 0 (0.0) NR (NE, NE) 34161018.540 (0.000, 

NE) 

0.3492 

   Interaction        0.8127 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) NR (16.6, NE) 19 0 (0.0) NR (NE, NE) 12252890.152 (0.000, 

NE) 

0.4427 

   1 164 10 (6.1) NR (NE, NE) 84 6 (7.1) NR (NE, NE) 0.666 (0.239, 1.851) 0.4353 

   Interaction        0.9903 

 

Smoking Status         

   Current or Former 154 10 (6.5) NR (NE, NE) 66 6 (9.1) NR (NE, NE) 0.426 (0.149, 1.222) 0.1040 

   Never 60 3 (5.0) NR (NE, NE) 37 0 (0.0) NR (NE, NE) 18042524.279 (0.000, 

NE) 

0.2065 

   Interaction        0.9911 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 6 (4.8) NR (NE, NE) 62 3 (4.8) NR (NE, NE) 0.757 (0.188, 3.047) 0.6960 

   Squamous 89 7 (7.9) NR (NE, NE) 41 3 (7.3) NR (NE, NE) 0.611 (0.145, 2.575) 0.4967 

   Interaction        0.8223 

 

EGFR mutation at baseline         

   Wild type 143 7 (4.9) NR (NE, NE) 75 3 (4.0) NR (NE, NE) 0.846 (0.216, 3.316) 0.8116 

   Unknown 71 6 (8.5) NR (NE, NE) 28 3 (10.7) NR (3.0, NE) 0.499 (0.118, 2.099) 0.3322 

   Interaction        0.4781 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 4 (3.7) NR (NE, NE) 48 1 (2.1) NR (NE, NE) 1.329 (0.143, 12.317) 0.8002 

   Unknown 106 9 (8.5) NR (NE, NE) 55 5 (9.1) NR (NE, NE) 0.756 (0.253, 2.257) 0.6174 

   Interaction        0.7911 

 

Line of therapy         

   Second 180 11 (6.1) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 0.642 (0.235, 1.757) 0.3877 

   Third 34 2 (5.9) NR (16.6, NE) 15 0 (0.0) NR (NE, NE) 14568580.331 (0.000, 

NE) 

0.5514 

   Interaction        0.9923 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (NE, NE) 8 1 (12.5) NR (3.0, NE) 0.676 (0.070, 6.554) 0.7261 

   Metastatic 181 10 (5.5) NR (NE, NE) 95 5 (5.3) NR (NE, NE) 0.677 (0.227, 2.022) 0.4850 

   Interaction        0.9539 

 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (2.8, NE) 9 1 (11.1) NR (0.7, NE) 0.461 (0.028, 7.636) 0.5797 

   No 201 12 (6.0) NR (NE, NE) 94 5 (5.3) NR (NE, NE) 0.760 (0.263, 2.194) 0.6116 

   Interaction        0.8186 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 18275214.393 (0.000, 

NE) 

0.4602 

   No 187 12 (6.4) NR (NE, NE) 87 6 (6.9) NR (NE, NE) 0.622 (0.231, 1.679) 0.3473 

   Interaction        0.9922 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 15 (10.5) NR (NE, NE) 66 7 (10.6) NR (6.9, NE) 0.747 (0.303, 1.843) 0.5256 

   Age >= 65 Years 71 12 (16.9) NR (13.2, NE) 37 5 (13.5) 6.9 (5.3, NE) 0.689 (0.235, 2.026) 0.4921 

   Interaction        0.8450 

 

Sex         

   Male 166 14 (8.4) NR (NE, NE) 76 9 (11.8) NR (5.3, NE) 0.442 (0.188, 1.042) 0.0557 

   Female 48 13 (27.1) NR (6.4, NE) 27 3 (11.1) NR (6.9, NE) 2.192 (0.624, 7.708) 0.2084 

   Interaction        0.0385 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 16 (9.5) NR (NE, NE) 88 7 (8.0) NR (NE, NE) 0.886 (0.361, 2.170) 0.7894 

   White 38 9 (23.7) NR (6.4, NE) 13 5 (38.5) 6.9 (0.8, NE) 0.470 (0.153, 1.444) 0.1717 

   Other 8 2 (25.0) NR (4.2, NE) 2 0 (0.0) NR (NE, NE) 36742681.672 (0.000, 

NE) 

0.4452 

   Interaction        0.7959 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 16 (9.6) NR (NE, NE) 88 7 (8.0) NR (NE, NE) 0.886 (0.361, 2.170) 0.7894 

   Europe 32 8 (25.0) NR (5.6, NE) 13 5 (38.5) 6.9 (0.8, NE) 0.616 (0.201, 1.887) 0.3821 

   Other 15 3 (20.0) NR (4.2, NE) 2 0 (0.0) NR (NE, NE) 11951142.520 (0.000, 

NE) 

0.4487 

   Interaction        0.8905 

 

ECOG performance-status score         

   0 50 5 (10.0) NR (13.9, NE) 19 1 (5.3) NR (NE, NE) 1.191 (0.137, 10.349) 0.8740 

   1 164 22 (13.4) NR (NE, NE) 84 11 (13.1) NR (5.4, NE) 0.735 (0.352, 1.535) 0.4078 

   Interaction        0.6884 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 16 (10.4) NR (NE, NE) 66 8 (12.1) NR (5.3, NE) 0.507 (0.212, 1.213) 0.1203 

   Never 60 11 (18.3) NR (9.1, NE) 37 4 (10.8) NR (6.9, NE) 1.387 (0.440, 4.376) 0.5746 

   Interaction        0.1904 

 

Histology         

   Non-squamous 125 16 (12.8) NR (NE, NE) 62 5 (8.1) NR (6.9, NE) 1.351 (0.494, 3.695) 0.5569 

   Squamous 89 11 (12.4) NR (13.9, NE) 41 7 (17.1) 5.3 (4.3, NE) 0.271 (0.093, 0.789) 0.0107 

   Interaction        0.0876 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 19 (13.3) NR (NE, NE) 75 6 (8.0) NR (6.9, NE) 1.269 (0.503, 3.198) 0.6138 

   Unknown 71 8 (11.3) NR (13.9, NE) 28 6 (21.4) 5.3 (3.0, NE) 0.229 (0.072, 0.726) 0.0064 

   Interaction        0.0326 

 

ALK rearrangement at baseline         

   Wild type 108 16 (14.8) NR (NE, NE) 48 2 (4.2) NR (4.3, NE) 2.443 (0.551, 10.831) 0.2240 

   Unknown 106 11 (10.4) NR (NE, NE) 55 10 (18.2) NR (5.4, NE) 0.433 (0.183, 1.022) 0.0495 

   Interaction        0.0724 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  26AUG2024 06:51  t-14-02-02-04-12-03-s-eff-tteqs-subgrp-c13-fa.rtf 

3085



Protocol BGB-A317-303 Page 42 of 71 
 

Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 24 (13.3) NR (NE, NE) 88 10 (11.4) NR (6.9, NE) 0.851 (0.404, 1.793) 0.6687 

   Third 34 3 (8.8) NR (7.7, NE) 15 2 (13.3) 6.9 (NE, NE) 0.253 (0.034, 1.898) 0.1513 

   Interaction        0.3687 

 

Disease Stage         

   Locally advanced 33 4 (12.1) NR (13.2, NE) 8 3 (37.5) 6.9 (0.7, NE) 0.113 (0.018, 0.697) 0.0050 

   Metastatic 181 23 (12.7) NR (NE, NE) 95 9 (9.5) NR (6.9, NE) 0.985 (0.452, 2.145) 0.9674 

   Interaction        0.0674 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (0.7, NE) 9 1 (11.1) NR (0.8, NE) 1.995 (0.207, 19.238) 0.5513 

   No 201 24 (11.9) NR (NE, NE) 94 11 (11.7) NR (6.9, NE) 0.669 (0.324, 1.380) 0.2725 

   Interaction        0.3730 

 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 1 (6.3) 5.3 (NE, NE) 0.447 (0.027, 7.368) 0.5637 

   No 187 26 (13.9) NR (NE, NE) 87 11 (12.6) NR (6.9, NE) 0.751 (0.368, 1.532) 0.4285 

   Interaction        0.8617 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 8 (5.6) NR (NE, NE) 66 29 (43.9) 2.1 (0.8, NE) 0.062 (0.027, 0.139) <0.0001 

   Age >= 65 Years 71 3 (4.2) NR (28.1, NE) 37 19 (51.4) 2.1 (0.8, 2.9) 0.028 (0.006, 0.125) <0.0001 

   Interaction        0.4619 

 

Sex         

   Male 166 9 (5.4) NR (NE, NE) 76 35 (46.1) 2.1 (1.0, 2.8) 0.048 (0.022, 0.107) <0.0001 

   Female 48 2 (4.2) NR (NE, NE) 27 13 (48.1) 2.8 (0.8, NE) 0.028 (0.004, 0.216) <0.0001 

   Interaction        0.8506 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 9 (5.4) NR (NE, NE) 88 42 (47.7) 1.4 (0.8, 2.2) 0.041 (0.018, 0.091) <0.0001 

   White 38 2 (5.3) NR (NE, NE) 13 5 (38.5) 6.9 (0.8, NE) 0.115 (0.022, 0.598) 0.0020 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.7, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.6229 

 

Region         

   China 167 9 (5.4) NR (NE, NE) 88 42 (47.7) 1.4 (0.8, 2.2) 0.041 (0.018, 0.091) <0.0001 

   Europe 32 1 (3.1) NR (NE, NE) 13 5 (38.5) 6.9 (0.8, NE) 0.068 (0.008, 0.584) 0.0012 

   Other 15 1 (6.7) NR (NE, NE) 2 1 (50.0) NR (0.7, NE) 0.101 (0.006, 1.684) 0.0510 

   Interaction        0.9047 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) NR (NE, NE) 19 10 (52.6) 0.8 (0.7, NE) 0.035 (0.007, 0.161) <0.0001 

   1 164 8 (4.9) NR (28.1, NE) 84 38 (45.2) 2.1 (1.4, 2.9) 0.049 (0.021, 0.112) <0.0001 

   Interaction        0.5844 

 

Smoking Status         

   Current or Former 154 9 (5.8) NR (28.1, NE) 66 32 (48.5) 1.4 (0.8, 2.8) 0.051 (0.023, 0.115) <0.0001 

   Never 60 2 (3.3) NR (NE, NE) 37 16 (43.2) 2.2 (0.8, NE) 0.039 (0.009, 0.174) <0.0001 

   Interaction        0.7724 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 5 (4.0) NR (NE, NE) 62 28 (45.2) 2.1 (0.9, 6.9) 0.048 (0.018, 0.126) <0.0001 

   Squamous 89 6 (6.7) NR (28.1, NE) 41 20 (48.8) 1.4 (0.8, 2.9) 0.042 (0.014, 0.130) <0.0001 

   Interaction        0.6811 

 

EGFR mutation at baseline         

   Wild type 143 6 (4.2) NR (NE, NE) 75 33 (44.0) 2.2 (1.4, 6.9) 0.048 (0.019, 0.118) <0.0001 

   Unknown 71 5 (7.0) NR (28.1, NE) 28 15 (53.6) 0.8 (0.7, 2.9) 0.044 (0.014, 0.137) <0.0001 

   Interaction        0.9170 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 6 (5.6) NR (NE, NE) 48 19 (39.6) 2.8 (0.8, NE) 0.062 (0.021, 0.177) <0.0001 

   Unknown 106 5 (4.7) NR (28.1, NE) 55 29 (52.7) 2.1 (0.8, 2.8) 0.037 (0.013, 0.105) <0.0001 

   Interaction        0.6284 

 

Line of therapy         

   Second 180 8 (4.4) NR (NE, NE) 88 42 (47.7) 2.1 (0.8, 2.8) 0.048 (0.022, 0.104) <0.0001 

   Third 34 3 (8.8) 28.1 (10.2, NE) 15 6 (40.0) 2.9 (0.7, NE) 0.037 (0.004, 0.313) <0.0001 

   Interaction        0.3109 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (NE, NE) 8 6 (75.0) 2.8 (0.8, NE) 0.021 (0.002, 0.185) <0.0001 

   Metastatic 181 10 (5.5) NR (NE, NE) 95 42 (44.2) 2.1 (0.8, 6.9) 0.056 (0.026, 0.118) <0.0001 

   Interaction        0.5045 

 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 9 1 (11.1) NR (0.8, NE) 0.667 (0.042, 10.679) 0.7735 

   No 201 10 (5.0) NR (NE, NE) 94 47 (50.0) 1.4 (0.8, 2.8) 0.039 (0.018, 0.084) <0.0001 

   Interaction        0.1000 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 5 (31.3) NR (0.7, NE) 0.101 (0.012, 0.862) 0.0096 

   No 187 10 (5.3) NR (NE, NE) 87 43 (49.4) 2.1 (0.8, 2.8) 0.044 (0.021, 0.093) <0.0001 

   Interaction        0.7191 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 15 (10.5) NR (31.3, NE) 66 6 (9.1) NR (NE, NE) 0.783 (0.298, 2.057) 0.6167 

   Age >= 65 Years 71 12 (16.9) NR (17.6, NE) 37 2 (5.4) NR (6.9, NE) 2.328 (0.515, 10.537) 0.2575 

   Interaction        0.2686 

 

Sex         

   Male 166 21 (12.7) NR (31.3, NE) 76 4 (5.3) NR (NE, NE) 1.666 (0.567, 4.900) 0.3472 

   Female 48 6 (12.5) NR (16.6, NE) 27 4 (14.8) NR (4.9, NE) 0.665 (0.184, 2.399) 0.5303 

   Interaction        0.2903 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 18 (10.7) NR (31.3, NE) 88 5 (5.7) NR (NE, NE) 1.356 (0.499, 3.688) 0.5477 

   White 38 5 (13.2) NR (16.6, NE) 13 3 (23.1) 6.9 (4.9, NE) 0.401 (0.089, 1.804) 0.2138 

   Other 8 4 (50.0) 3.5 (1.4, NE) 2 0 (0.0) NR (NE, NE) 41068569.316 (0.000, 

NE) 

0.2243 

   Interaction        0.4843 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 18 (10.8) NR (31.3, NE) 88 5 (5.7) NR (NE, NE) 1.356 (0.499, 3.688) 0.5477 

   Europe 32 4 (12.5) NR (16.6, NE) 13 3 (23.1) 6.9 (4.9, NE) 0.364 (0.073, 1.819) 0.1944 

   Other 15 5 (33.3) NR (2.8, NE) 2 0 (0.0) NR (NE, NE) 11577676.372 (0.000, 

NE) 

0.3499 

   Interaction        0.4977 

 

ECOG performance-status score         

   0 50 7 (14.0) 31.3 (31.3, NE) 19 1 (5.3) NR (NE, NE) 1.445 (0.173, 12.047) 0.7323 

   1 164 20 (12.2) NR (NE, NE) 84 7 (8.3) NR (6.9, NE) 1.075 (0.449, 2.577) 0.8718 

   Interaction        0.7076 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 22 (14.3) NR (31.3, NE) 66 5 (7.6) NR (NE, NE) 1.275 (0.477, 3.410) 0.6261 

   Never 60 5 (8.3) NR (NE, NE) 37 3 (8.1) NR (4.9, NE) 0.860 (0.205, 3.606) 0.8364 

   Interaction        0.6061 

 

Histology         

   Non-squamous 125 13 (10.4) NR (31.3, NE) 62 4 (6.5) NR (NE, NE) 1.300 (0.422, 4.003) 0.6469 

   Squamous 89 14 (15.7) NR (16.6, NE) 41 4 (9.8) NR (3.7, NE) 0.817 (0.252, 2.651) 0.7318 

   Interaction        0.7704 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 19 (13.3) NR (31.3, NE) 75 6 (8.0) NR (NE, NE) 1.275 (0.506, 3.215) 0.6072 

   Unknown 71 8 (11.3) NR (13.1, NE) 28 2 (7.1) NR (3.7, NE) 0.755 (0.148, 3.850) 0.7348 

   Interaction        0.7715 

 

ALK rearrangement at baseline         

   Wild type 108 16 (14.8) NR (31.3, NE) 48 4 (8.3) NR (NE, NE) 1.270 (0.417, 3.869) 0.6782 

   Unknown 106 11 (10.4) NR (17.6, NE) 55 4 (7.3) NR (6.9, NE) 1.116 (0.354, 3.516) 0.8508 

   Interaction        0.8711 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 17 (9.4) NR (31.3, NE) 88 7 (8.0) NR (NE, NE) 0.882 (0.363, 2.144) 0.7816 

   Third 34 10 (29.4) 17.6 (3.5, NE) 15 1 (6.7) 6.9 (NE, NE) 2.442 (0.300, 19.867) 0.3899 

   Interaction        0.2909 

 

Disease Stage         

   Locally advanced 33 5 (15.2) 13.5 (13.1, NE) 8 2 (25.0) 4.9 (3.7, NE) 0.317 (0.052, 1.914) 0.1863 

   Metastatic 181 22 (12.2) NR (31.3, NE) 95 6 (6.3) NR (NE, NE) 1.431 (0.576, 3.552) 0.4378 

   Interaction        0.3075 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) 31.3 (2.8, NE) 9 1 (11.1) NR (0.7, NE) 0.461 (0.028, 7.636) 0.5797 

   No 201 25 (12.4) NR (NE, NE) 94 7 (7.4) NR (NE, NE) 1.212 (0.519, 2.827) 0.6594 

   Interaction        0.8345 

 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 0.594 (0.037, 9.522) 0.7099 

   No 187 26 (13.9) NR (31.3, NE) 87 7 (8.0) NR (NE, NE) 1.202 (0.518, 2.788) 0.6684 

   Interaction        0.5542 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 29 (20.3) NR (NE, NE) 66 3 (4.5) NR (NE, NE) 3.943 (1.199, 12.963) 0.0146 

   Age >= 65 Years 71 13 (18.3) NR (24.5, NE) 37 5 (13.5) 6.9 (6.2, NE) 0.780 (0.269, 2.263) 0.6385 

   Interaction        0.0885 

 

Sex         

   Male 166 32 (19.3) NR (NE, NE) 76 5 (6.6) NR (NE, NE) 2.314 (0.898, 5.966) 0.0734 

   Female 48 10 (20.8) NR (9.9, NE) 27 3 (11.1) NR (6.2, NE) 1.447 (0.393, 5.328) 0.5765 

   Interaction        0.7418 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 28 (16.7) NR (NE, NE) 88 5 (5.7) NR (NE, NE) 2.553 (0.983, 6.628) 0.0458 

   White 38 11 (28.9) 13.8 (6.2, NE) 13 2 (15.4) NR (4.1, NE) 1.182 (0.249, 5.612) 0.8365 

   Other 8 3 (37.5) 5.6 (2.8, NE) 2 1 (50.0) 6.2 (NE, NE) 1.589 (0.159, 15.930) 0.6913 

   Interaction        0.7033 

 

Region         

   China 167 28 (16.8) NR (NE, NE) 88 5 (5.7) NR (NE, NE) 2.553 (0.983, 6.628) 0.0458 

   Europe 32 10 (31.3) 9.9 (4.2, NE) 13 2 (15.4) NR (4.1, NE) 1.330 (0.274, 6.451) 0.7262 

   Other 15 4 (26.7) 6.5 (2.8, NE) 2 1 (50.0) 6.2 (NE, NE) 0.530 (0.055, 5.112) 0.5764 

   Interaction        0.4876 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 15 (30.0) NR (5.6, NE) 19 1 (5.3) NR (6.2, NE) 4.243 (0.559, 32.196) 0.1282 

   1 164 27 (16.5) NR (NE, NE) 84 7 (8.3) NR (NE, NE) 1.615 (0.699, 3.732) 0.2583 

   Interaction        0.3631 

 

Smoking Status         

   Current or Former 154 29 (18.8) NR (24.5, NE) 66 5 (7.6) NR (NE, NE) 1.901 (0.732, 4.938) 0.1794 

   Never 60 13 (21.7) NR (9.9, NE) 37 3 (8.1) NR (6.2, NE) 2.227 (0.630, 7.878) 0.2066 

   Interaction        0.7633 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 25 (20.0) NR (NE, NE) 62 4 (6.5) NR (6.9, NE) 2.696 (0.936, 7.768) 0.0561 

   Squamous 89 17 (19.1) NR (24.5, NE) 41 4 (9.8) NR (NE, NE) 1.300 (0.429, 3.937) 0.6446 

   Interaction        0.3832 

 

EGFR mutation at baseline         

   Wild type 143 29 (20.3) NR (NE, NE) 75 5 (6.7) NR (6.9, NE) 2.583 (0.996, 6.700) 0.0429 

   Unknown 71 13 (18.3) NR (24.5, NE) 28 3 (10.7) NR (3.1, NE) 1.086 (0.304, 3.882) 0.9044 

   Interaction        0.3214 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 23 (21.3) NR (NE, NE) 48 2 (4.2) NR (NE, NE) 4.156 (0.973, 17.752) 0.0364 

   Unknown 106 19 (17.9) NR (24.5, NE) 55 6 (10.9) NR (6.9, NE) 1.407 (0.561, 3.532) 0.4674 

   Interaction        0.2829 

 

Line of therapy         

   Second 180 31 (17.2) NR (NE, NE) 88 7 (8.0) NR (NE, NE) 1.766 (0.774, 4.026) 0.1703 

   Third 34 11 (32.4) 24.5 (4.2, NE) 15 1 (6.7) 6.9 (NE, NE) 3.132 (0.395, 24.870) 0.2562 

   Interaction        0.5847 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 7 (21.2) NR (NE, NE) 8 1 (12.5) NR (4.1, NE) 1.925 (0.237, 15.657) 0.5371 

   Metastatic 181 35 (19.3) NR (24.5, NE) 95 7 (7.4) NR (NE, NE) 1.993 (0.880, 4.512) 0.0916 

   Interaction        0.8201 

 

Brain metastases at baseline         

   Yes 13 4 (30.8) NR (0.7, NE) 9 0 (0.0) NR (NE, NE) 59111362.812 (0.000, 

NE) 

0.0943 

   No 201 38 (18.9) NR (NE, NE) 94 8 (8.5) NR (NE, NE) 1.721 (0.798, 3.712) 0.1618 

   Interaction        0.9853 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (4.2, NE) 16 1 (6.3) NR (3.1, NE) 0.671 (0.042, 10.771) 0.7766 

   No 187 41 (21.9) NR (24.5, NE) 87 7 (8.0) NR (NE, NE) 2.156 (0.963, 4.825) 0.0556 

   Interaction        0.3841 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 22 (15.4) NR (NE, NE) 66 6 (9.1) NR (12.5, NE) 1.280 (0.516, 3.173) 0.5916 

   Age >= 65 Years 71 14 (19.7) NR (19.2, NE) 37 4 (10.8) NR (7.6, NE) 1.123 (0.362, 3.489) 0.8397 

   Interaction        0.9660 

 

Sex         

   Male 166 23 (13.9) NR (NE, NE) 76 7 (9.2) NR (12.5, NE) 0.980 (0.415, 2.317) 0.9678 

   Female 48 13 (27.1) 19.5 (5.6, NE) 27 3 (11.1) NR (7.6, NE) 2.130 (0.605, 7.501) 0.2312 

   Interaction        0.2520 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 25 (14.9) NR (NE, NE) 88 8 (9.1) NR (12.5, NE) 1.173 (0.524, 2.628) 0.6963 

   White 38 9 (23.7) 19.5 (5.6, NE) 13 1 (7.7) NR (7.6, NE) 2.457 (0.305, 19.800) 0.3843 

   Other 8 2 (25.0) NR (0.8, NE) 2 1 (50.0) NR (1.4, NE) 0.523 (0.047, 5.775) 0.5905 

   Interaction        0.5770 

 

Region         

   China 167 25 (15.0) NR (NE, NE) 88 8 (9.1) NR (12.5, NE) 1.173 (0.524, 2.628) 0.6963 

   Europe 32 7 (21.9) 19.5 (5.6, NE) 13 1 (7.7) NR (7.6, NE) 2.161 (0.257, 18.150) 0.4670 

   Other 15 4 (26.7) NR (2.9, NE) 2 1 (50.0) NR (1.4, NE) 0.620 (0.068, 5.635) 0.6680 

   Interaction        0.6603 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 8 (16.0) NR (19.5, NE) 19 1 (5.3) NR (NE, NE) 1.591 (0.194, 13.037) 0.6624 

   1 164 28 (17.1) NR (21.6, NE) 84 9 (10.7) NR (12.5, NE) 1.175 (0.550, 2.512) 0.6761 

   Interaction        0.6571 

 

Smoking Status         

   Current or Former 154 25 (16.2) NR (22.8, NE) 66 7 (10.6) 12.5 (12.5, NE) 0.977 (0.416, 2.298) 0.9616 

   Never 60 11 (18.3) NR (19.2, NE) 37 3 (8.1) NR (7.6, NE) 1.798 (0.500, 6.467) 0.3648 

   Interaction        0.3860 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 22 (17.6) NR (19.5, NE) 62 5 (8.1) NR (12.5, NE) 1.733 (0.653, 4.598) 0.2614 

   Squamous 89 14 (15.7) NR (21.6, NE) 41 5 (12.2) NR (NE, NE) 0.634 (0.216, 1.865) 0.4036 

   Interaction        0.2067 

 

EGFR mutation at baseline         

   Wild type 143 24 (16.8) NR (22.8, NE) 75 7 (9.3) NR (12.5, NE) 1.347 (0.576, 3.146) 0.4898 

   Unknown 71 12 (16.9) NR (11.8, NE) 28 3 (10.7) NR (NE, NE) 0.809 (0.218, 3.007) 0.7507 

   Interaction        0.5619 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 19 (17.6) NR (22.8, NE) 48 5 (10.4) NR (NE, NE) 1.030 (0.373, 2.841) 0.9533 

   Unknown 106 17 (16.0) NR (21.6, NE) 55 5 (9.1) NR (12.5, NE) 1.485 (0.547, 4.031) 0.4354 

   Interaction        0.5283 

 

Line of therapy         

   Second 180 29 (16.1) NR (22.8, NE) 88 9 (10.2) NR (12.5, NE) 1.145 (0.538, 2.434) 0.7228 

   Third 34 7 (20.6) 21.6 (11.8, NE) 15 1 (6.7) 7.6 (NE, NE) 1.364 (0.155, 11.977) 0.7788 

   Interaction        0.7146 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12833579.254 (0.000, 

NE) 

0.3813 

   Metastatic 181 33 (18.2) NR (21.6, NE) 95 10 (10.5) NR (12.5, NE) 1.157 (0.565, 2.366) 0.6883 

   Interaction        0.9895 

 

Brain metastases at baseline         

   Yes 13 3 (23.1) 22.8 (2.1, NE) 9 1 (11.1) NR (0.7, NE) 1.781 (0.180, 17.655) 0.6172 

   No 201 33 (16.4) NR (NE, NE) 94 9 (9.6) NR (12.5, NE) 1.199 (0.569, 2.527) 0.6343 

   Interaction        0.7365 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 2 (12.5) NR (1.6, NE) 0.367 (0.033, 4.055) 0.3941 

   No 187 35 (18.7) NR (21.6, NE) 87 8 (9.2) NR (12.5, NE) 1.401 (0.646, 3.039) 0.3881 

   Interaction        0.1647 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.2.2.4.12.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Sex: Male

Outcome: Peripheral Neuropathy
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T islelizumab: n = 166, events = 14, Median: NR, 95% CI: NE - NE
Docetaxel: n = 76, events = 9, Median: NR, 95% CI: 5.3 - NE

HR (95% CI): 0.442 (0.188, 1.042)
Log-rank test p-value: 0.0557

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.12.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Sex: Female

Outcome: Peripheral Neuropathy
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T islelizumab: n = 48, events = 13, Median: NR, 95% CI: 6.4 - NE
Docetaxel: n = 27, events = 3, Median: NR, 95% CI: 6.9 - NE

HR (95% CI): 2.192 (0.624, 7.708)
Log-rank test p-value: 0.2084

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.12.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

EGFR mutation at baseline: Wild type

Outcome: Peripheral Neuropathy
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T islelizumab: n = 143, events = 19, Median: NR, 95% CI: NE - NE
Docetaxel: n = 75, events = 6, Median: NR, 95% CI: 6.9 - NE

HR (95% CI): 1.269 (0.503, 3.198)
Log-rank test p-value: 0.6138

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.12.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

EGFR mutation at baseline: Unknown

Outcome: Peripheral Neuropathy
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T islelizumab: n = 71, events = 8, Median: NR, 95% CI: 13.9 - NE
Docetaxel: n = 28, events = 6, Median: 5.3, 95% CI: 3.0 - NE

HR (95% CI): 0.229 (0.072, 0.726)
Log-rank test p-value: 0.0064

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 165  69  234  

Mean (SD) 79.7 (12.96)  78.4 (14.15)  79.3 (13.30)  

Median 80.0  80.0  80.0  

Q1, Q3 70.0, 90.0  70.0, 90.0  70.0, 90.0  

Min, Max 40, 100  50, 100  40, 100  

 

Cycle 2       

n 152 152 57 57 209 209 

Mean (SD) 78.0 (15.13) -1.9 (11.17) 81.1 (12.14) 2.2 (9.16) 78.9 (14.42) -0.8 (10.79) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -5.0, 2.0 75.0, 90.0 0.0, 5.0 70.0, 90.0 -5.0, 5.0 

Min, Max 5, 100 -65, 30 50, 100 -20, 30 5, 100 -65, 30 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 136 136 48 48 184 184 

Mean (SD) 79.4 (14.19) -0.9 (10.90) 79.5 (12.05) 2.0 (10.85) 79.4 (13.63) -0.2 (10.94) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -5.0, 5.0 73.0, 90.0 -3.0, 10.0 70.0, 90.0 -5.0, 5.0 

Min, Max 0, 100 -70, 30 50, 100 -30, 30 0, 100 -70, 30 

 

Cycle 4       

n 105 105 29 29 134 134 

Mean (SD) 78.6 (15.24) -2.1 (10.87) 82.6 (12.42) 3.6 (12.14) 79.5 (14.73) -0.9 (11.35) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -5.0, 1.0 75.0, 95.0 -3.0, 10.0 70.0, 90.0 -5.0, 5.0 

Min, Max 30, 100 -55, 25 50, 100 -15, 40 30, 100 -55, 40 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 98 98 25 25 123 123 

Mean (SD) 80.5 (13.81) -0.7 (8.59) 82.6 (7.66) 4.3 (11.25) 80.9 (12.81) 0.3 (9.37) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 93.0 -5.0, 5.0 80.0, 90.0 -1.0, 10.0 75.0, 90.0 -5.0, 5.0 

Min, Max 40, 100 -30, 20 65, 100 -13, 40 40, 100 -30, 40 

 

Cycle 6       

n 88 88 23 23 111 111 

Mean (SD) 79.5 (14.30) -2.0 (10.86) 80.7 (7.82) 3.7 (11.58) 79.7 (13.20) -0.8 (11.20) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 74.0, 90.0 -4.0, 10.0 70.0, 90.0 -5.0, 5.0 

Min, Max 30, 100 -40, 20 70, 95 -10, 40 30, 100 -40, 40 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 76 76 14 14 90 90 

Mean (SD) 80.7 (13.63) -0.9 (10.00) 80.5 (13.16) 4.7 (15.40) 80.7 (13.49) 0.0 (11.09) 

Median 80.0 0.0 79.5 2.0 80.0 0.0 

Q1, Q3 70.0, 92.5 -5.0, 5.0 70.0, 90.0 -10.0, 5.0 70.0, 92.0 -5.0, 5.0 

Min, Max 35, 100 -40, 20 60, 100 -10, 40 35, 100 -40, 40 

 

Cycle 8       

n 72 72 12 12 84 84 

Mean (SD) 80.4 (14.31) -0.8 (10.54) 77.6 (13.85) 1.7 (14.85) 80.0 (14.20) -0.5 (11.18) 

Median 80.0 0.0 77.5 0.0 80.0 0.0 

Q1, Q3 70.0, 93.5 -5.0, 5.0 70.5, 90.0 -6.0, 7.5 70.0, 93.0 -5.0, 5.0 

Min, Max 45, 100 -40, 20 50, 95 -25, 30 45, 100 -40, 30 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 64 64 11 11 75 75 

Mean (SD) 82.0 (13.15) -0.1 (9.74) 80.7 (17.03) 4.3 (19.40) 81.8 (13.66) 0.5 (11.58) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 72.5, 94.5 -5.0, 5.0 74.0, 95.0 -6.0, 20.0 74.0, 95.0 -5.0, 5.0 

Min, Max 45, 100 -30, 20 45, 100 -30, 40 45, 100 -30, 40 

 

Cycle 10       

n 56 56 11 11 67 67 

Mean (SD) 82.8 (12.92) 0.2 (10.34) 74.2 (16.60) -2.3 (20.43) 81.4 (13.83) -0.2 (12.38) 

Median 85.0 0.0 78.0 -2.0 80.0 0.0 

Q1, Q3 72.5, 95.0 -5.0, 5.0 55.0, 90.0 -15.0, 10.0 70.0, 95.0 -5.0, 5.0 

Min, Max 45, 100 -30, 30 50, 90 -32, 40 45, 100 -32, 40 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 55 55 11 11 66 66 

Mean (SD) 84.0 (11.44) 1.3 (10.11) 76.4 (17.04) -0.1 (19.43) 82.7 (12.71) 1.1 (11.97) 

Median 90.0 0.0 80.0 -5.0 85.0 0.0 

Q1, Q3 75.0, 95.0 -5.0, 5.0 60.0, 90.0 -15.0, 20.0 75.0, 94.0 -5.0, 5.0 

Min, Max 50, 100 -20, 35 50, 100 -24, 40 50, 100 -24, 40 

 

Cycle 12       

n 50 50 10 10 60 60 

Mean (SD) 82.2 (13.10) 0.1 (9.13) 81.0 (12.87) 3.9 (18.27) 82.0 (12.96) 0.8 (11.05) 

Median 84.0 0.0 82.5 -2.0 84.0 0.0 

Q1, Q3 70.0, 95.0 -10.0, 5.0 70.0, 90.0 -10.0, 20.0 70.0, 95.0 -10.0, 5.0 

Min, Max 50, 100 -15, 20 65, 100 -17, 40 50, 100 -17, 40 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 44 44 7 7 51 51 

Mean (SD) 80.2 (14.31) -1.8 (9.48) 75.0 (13.23) -1.6 (18.38) 79.5 (14.16) -1.8 (10.85) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 70.0, 85.0 -12.0, 0.0 70.0, 90.0 -10.0, 5.0 

Min, Max 40, 100 -20, 20 50, 90 -24, 35 40, 100 -24, 35 

 

Cycle 14       

n 44 44 7 7 51 51 

Mean (SD) 80.7 (13.61) -1.3 (9.93) 79.0 (13.67) 2.4 (18.38) 80.5 (13.50) -0.8 (11.27) 

Median 80.0 0.0 78.0 -2.0 80.0 0.0 

Q1, Q3 71.0, 90.0 -10.0, 5.0 70.0, 90.0 -12.0, 20.0 70.0, 90.0 -10.0, 5.0 

Min, Max 45, 100 -20, 30 60, 100 -14, 35 45, 100 -20, 35 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 42 42 7 7 49 49 

Mean (SD) 81.2 (12.38) -0.7 (11.46) 77.6 (18.20) 1.0 (22.66) 80.7 (13.19) -0.4 (13.29) 

Median 80.0 0.0 78.0 -2.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 70.0, 90.0 -12.0, 20.0 70.0, 90.0 -10.0, 5.0 

Min, Max 45, 100 -15, 35 45, 100 -29, 40 45, 100 -29, 40 

 

Cycle 16       

n 39 39 7 7 46 46 

Mean (SD) 79.9 (15.13) -1.8 (11.24) 81.4 (12.49) 4.9 (18.82) 80.2 (14.64) -0.8 (12.64) 

Median 82.0 0.0 80.0 0.0 81.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 70.0, 90.0 -7.0, 20.0 70.0, 90.0 -10.0, 5.0 

Min, Max 35, 100 -30, 30 65, 100 -15, 40 35, 100 -30, 40 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 39 39 7 7 46 46 

Mean (SD) 80.3 (13.32) -1.4 (10.27) 77.1 (20.79) 0.6 (25.72) 79.8 (14.45) -1.1 (13.34) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 65.0, 95.0 -17.0, 20.0 70.0, 90.0 -10.0, 5.0 

Min, Max 50, 100 -15, 35 40, 100 -34, 45 40, 100 -34, 45 

 

Cycle 18       

n 39 39 7 7 46 46 

Mean (SD) 80.3 (14.25) -1.5 (10.34) 81.4 (13.45) 4.9 (20.23) 80.5 (13.99) -0.5 (12.25) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 70.0, 90.0 -10.0, 20.0 70.0, 90.0 -10.0, 5.0 

Min, Max 40, 100 -22, 35 60, 100 -22, 40 40, 100 -22, 40 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 37 37 7 7 44 44 

Mean (SD) 79.3 (13.85) -2.1 (12.79) 80.0 (14.14) 3.4 (19.82) 79.4 (13.73) -1.3 (14.00) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 70.0, 90.0 -12.0, 20.0 70.0, 90.0 -10.0, 5.0 

Min, Max 45, 100 -30, 35 60, 100 -14, 40 45, 100 -30, 40 

 

Cycle 20       

n 35 35 7 7 42 42 

Mean (SD) 82.1 (12.39) 0.1 (14.40) 82.9 (10.65) 6.3 (17.58) 82.2 (12.00) 1.2 (14.92) 

Median 80.0 0.0 78.0 0.0 80.0 0.0 

Q1, Q3 75.0, 95.0 -10.0, 5.0 75.0, 90.0 -5.0, 20.0 75.0, 90.0 -5.0, 5.0 

Min, Max 50, 100 -25, 55 70, 100 -10, 40 50, 100 -25, 55 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-13-01-qs-chg-vas-pdql-fa.rtf 

3129



Protocol BGB-A317-303 Page 11 of 24 
 

Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 34 34 7 7 41 41 

Mean (SD) 81.2 (11.98) -1.9 (10.61) 82.9 (11.85) 6.3 (18.90) 81.5 (11.83) -0.5 (12.49) 

Median 80.0 0.0 85.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 1.0 75.0, 90.0 -7.0, 20.0 75.0, 90.0 -10.0, 5.0 

Min, Max 50, 100 -25, 30 65, 100 -15, 40 50, 100 -25, 40 

 

Cycle 22       

n 34 34 4 4 38 38 

Mean (SD) 80.6 (12.39) -2.4 (13.28) 83.8 (14.93) 0.8 (14.45) 81.0 (12.49) -2.1 (13.24) 

Median 80.0 0.0 85.0 -1.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 1.0 72.5, 95.0 -8.5, 10.0 70.0, 90.0 -10.0, 1.0 

Min, Max 50, 100 -40, 35 65, 100 -15, 20 50, 100 -40, 35 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 30 30 4 4 34 34 

Mean (SD) 81.7 (12.68) -1.3 (13.47) 82.5 (9.57) -0.5 (8.23) 81.8 (12.23) -1.2 (12.87) 

Median 82.5 0.0 85.0 -1.0 82.5 0.0 

Q1, Q3 75.0, 90.0 -10.0, 5.0 75.0, 90.0 -6.0, 5.0 75.0, 90.0 -10.0, 5.0 

Min, Max 50, 100 -45, 35 70, 90 -10, 10 50, 100 -45, 35 

 

Cycle 24       

n 29 29 4 4 33 33 

Mean (SD) 81.0 (12.39) -1.4 (13.30) 83.8 (13.77) 0.8 (13.74) 81.3 (12.37) -1.2 (13.15) 

Median 85.0 0.0 82.5 -2.5 85.0 0.0 

Q1, Q3 75.0, 90.0 -5.0, 5.0 72.5, 95.0 -8.5, 10.0 75.0, 90.0 -5.0, 5.0 

Min, Max 50, 98 -45, 30 70, 100 -12, 20 50, 100 -45, 30 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 27 27 4 4 31 31 

Mean (SD) 83.0 (11.18) 0.9 (10.32) 81.3 (16.52) -1.8 (15.88) 82.7 (11.66) 0.6 (10.88) 

Median 85.0 0.0 80.0 -6.0 85.0 0.0 

Q1, Q3 80.0, 90.0 -5.0, 8.0 67.5, 95.0 -13.5, 10.0 75.0, 90.0 -5.0, 8.0 

Min, Max 50, 98 -15, 30 65, 100 -15, 20 50, 100 -15, 30 

 

Cycle 26       

n 26 26 4 4 30 30 

Mean (SD) 82.4 (12.32) -0.1 (10.66) 83.8 (13.15) 0.8 (12.34) 82.6 (12.21) 0.0 (10.66) 

Median 89.0 0.0 87.5 1.5 89.0 0.0 

Q1, Q3 70.0, 90.0 -7.0, 5.0 75.0, 92.5 -7.5, 9.0 70.0, 90.0 -7.0, 5.0 

Min, Max 50, 98 -20, 30 65, 95 -15, 15 50, 98 -20, 30 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 26 26 4 4 30 30 

Mean (SD) 82.7 (11.53) 0.2 (10.66) 80.0 (17.80) -3.0 (17.11) 82.3 (12.17) -0.3 (11.37) 

Median 85.0 0.0 77.5 -7.5 85.0 0.0 

Q1, Q3 75.0, 90.0 -10.0, 5.0 65.0, 95.0 -16.0, 10.0 75.0, 90.0 -10.0, 5.0 

Min, Max 50, 98 -15, 35 65, 100 -17, 20 50, 100 -17, 35 

 

Cycle 28       

n 26 26 4 4 30 30 

Mean (SD) 82.6 (12.16) 0.1 (10.75) 78.8 (13.15) -4.3 (11.50) 82.1 (12.13) -0.5 (10.75) 

Median 87.5 0.0 80.0 -6.0 87.5 0.0 

Q1, Q3 70.0, 90.0 -5.0, 5.0 67.5, 90.0 -13.5, 5.0 70.0, 90.0 -5.0, 5.0 

Min, Max 50, 98 -15, 35 65, 90 -15, 10 50, 98 -15, 35 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 23 23 4 4 27 27 

Mean (SD) 81.3 (13.09) -1.1 (11.60) 78.8 (13.15) -4.3 (11.50) 80.9 (12.87) -1.6 (11.42) 

Median 80.0 0.0 80.0 -6.0 80.0 0.0 

Q1, Q3 70.0, 95.0 -10.0, 5.0 67.5, 90.0 -13.5, 5.0 70.0, 90.0 -10.0, 5.0 

Min, Max 50, 98 -15, 35 65, 90 -15, 10 50, 98 -15, 35 

 

Cycle 30       

n 19 19 3 3 22 22 

Mean (SD) 82.8 (13.49) 1.5 (11.23) 81.7 (14.43) -1.7 (12.58) 82.7 (13.27) 1.1 (11.16) 

Median 90.0 0.0 90.0 0.0 90.0 0.0 

Q1, Q3 70.0, 95.0 -5.0, 8.0 65.0, 90.0 -15.0, 10.0 70.0, 95.0 -5.0, 8.0 

Min, Max 50, 98 -15, 35 65, 90 -15, 10 50, 98 -15, 35 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 17 17 3 3 20 20 

Mean (SD) 84.4 (13.30) 2.9 (10.96) 83.3 (11.55) 0.0 (10.00) 84.3 (12.78) 2.5 (10.62) 

Median 90.0 0.0 90.0 0.0 90.0 0.0 

Q1, Q3 75.0, 95.0 0.0, 8.0 70.0, 90.0 -10.0, 10.0 72.5, 95.0 -2.5, 9.0 

Min, Max 50, 98 -10, 35 70, 90 -10, 10 50, 98 -10, 35 

 

Cycle 32       

n 14 14 3 3 17 17 

Mean (SD) 83.6 (14.79) 2.2 (13.39) 83.3 (11.55) 0.0 (10.00) 83.6 (13.95) 1.8 (12.61) 

Median 90.0 0.5 90.0 0.0 90.0 0.0 

Q1, Q3 70.0, 95.0 -10.0, 10.0 70.0, 90.0 -10.0, 10.0 70.0, 95.0 -10.0, 10.0 

Min, Max 50, 96 -20, 35 70, 90 -10, 10 50, 96 -20, 35 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 10 10 2 2 12 12 

Mean (SD) 89.1 (10.29) 6.1 (13.08) 85.0 (7.07) 0.0 (0.00) 88.4 (9.68) 5.1 (12.06) 

Median 95.0 5.5 85.0 0.0 92.5 2.5 

Q1, Q3 90.0, 95.0 0.0, 10.0 80.0, 90.0 0.0, 0.0 85.0, 95.0 0.0, 10.0 

Min, Max 70, 96 -10, 35 80, 90 0, 0 70, 96 -10, 35 

 

Cycle 34       

n 10 10 0 0 10 10 

Mean (SD) 89.3 (10.44) 6.3 (12.99)   89.3 (10.44) 6.3 (12.99) 

Median 95.0 5.5   95.0 5.5 

Q1, Q3 90.0, 95.0 0.0, 10.0   90.0, 95.0 0.0, 10.0 

Min, Max 70, 97 -10, 35   70, 97 -10, 35 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 10 10 0 0 10 10 

Mean (SD) 89.2 (10.36) 6.2 (13.03)   89.2 (10.36) 6.2 (13.03) 

Median 95.0 5.5   95.0 5.5 

Q1, Q3 90.0, 95.0 0.0, 10.0   90.0, 95.0 0.0, 10.0 

Min, Max 70, 96 -10, 35   70, 96 -10, 35 

 

Cycle 36       

n 9 9 0 0 9 9 

Mean (SD) 91.3 (8.34) 8.0 (12.43)   91.3 (8.34) 8.0 (12.43) 

Median 95.0 6.0   95.0 6.0 

Q1, Q3 90.0, 95.0 1.0, 10.0   90.0, 95.0 1.0, 10.0 

Min, Max 70, 96 -10, 35   70, 96 -10, 35 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 9 9 0 0 9 9 

Mean (SD) 91.7 (8.57) 8.3 (12.34)   91.7 (8.57) 8.3 (12.34) 

Median 95.0 8.0   95.0 8.0 

Q1, Q3 90.0, 95.0 2.0, 10.0   90.0, 95.0 2.0, 10.0 

Min, Max 70, 98 -10, 35   70, 98 -10, 35 

 

Cycle 38       

n 8 8 0 0 8 8 

Mean (SD) 91.1 (8.98) 7.4 (12.98)   91.1 (8.98) 7.4 (12.98) 

Median 95.0 6.5   95.0 6.5 

Q1, Q3 90.0, 95.5 0.5, 10.0   90.0, 95.5 0.5, 10.0 

Min, Max 70, 98 -10, 35   70, 98 -10, 35 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  26AUG2024 07:11  t-14-02-02-04-13-01-qs-chg-vas-pdql-fa.rtf 

3138



Protocol BGB-A317-303 Page 20 of 24 
 

Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 8 8 0 0 8 8 

Mean (SD) 90.5 (8.85) 6.8 (11.50)   90.5 (8.85) 6.8 (11.50) 

Median 92.5 6.5   92.5 6.5 

Q1, Q3 90.0, 95.5 0.5, 10.0   90.0, 95.5 0.5, 10.0 

Min, Max 70, 98 -10, 30   70, 98 -10, 30 

 

Cycle 40       

n 7 7 0 0 7 7 

Mean (SD) 89.7 (9.25) 6.9 (12.48)   89.7 (9.25) 6.9 (12.48) 

Median 90.0 8.0   90.0 8.0 

Q1, Q3 90.0, 95.0 0.0, 10.0   90.0, 95.0 0.0, 10.0 

Min, Max 70, 98 -10, 30   70, 98 -10, 30 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 6 6 0 0 6 6 

Mean (SD) 89.7 (10.13) 6.3 (13.59)   89.7 (10.13) 6.3 (13.59) 

Median 92.5 4.0   92.5 4.0 

Q1, Q3 90.0, 95.0 0.0, 10.0   90.0, 95.0 0.0, 10.0 

Min, Max 70, 98 -10, 30   70, 98 -10, 30 

 

Cycle 42       

n 4 4 0 0 4 4 

Mean (SD) 89.0 (12.68) 11.5 (16.30)   89.0 (12.68) 11.5 (16.30) 

Median 95.0 5.5   95.0 5.5 

Q1, Q3 82.5, 95.5 0.5, 22.5   82.5, 95.5 0.5, 22.5 

Min, Max 70, 96 0, 35   70, 96 0, 35 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 3 3 0 0 3 3 

Mean (SD) 85.0 (13.23) 13.3 (15.28)   85.0 (13.23) 13.3 (15.28) 

Median 90.0 10.0   90.0 10.0 

Q1, Q3 70.0, 95.0 0.0, 30.0   70.0, 95.0 0.0, 30.0 

Min, Max 70, 95 0, 30   70, 95 0, 30 

 

Cycle 44       

n 3 3 0 0 3 3 

Mean (SD) 85.0 (13.23) 13.3 (15.28)   85.0 (13.23) 13.3 (15.28) 

Median 90.0 10.0   90.0 10.0 

Q1, Q3 70.0, 95.0 0.0, 30.0   70.0, 95.0 0.0, 30.0 

Min, Max 70, 95 0, 30   70, 95 0, 30 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 3 3 0 0 3 3 

Mean (SD) 85.0 (13.23) 13.3 (15.28)   85.0 (13.23) 13.3 (15.28) 

Median 90.0 10.0   90.0 10.0 

Q1, Q3 70.0, 95.0 0.0, 30.0   70.0, 95.0 0.0, 30.0 

Min, Max 70, 95 0, 30   70, 95 0, 30 

 

Cycle 46       

n 3 3 0 0 3 3 

Mean (SD) 85.0 (13.23) 13.3 (15.28)   85.0 (13.23) 13.3 (15.28) 

Median 90.0 10.0   90.0 10.0 

Q1, Q3 70.0, 95.0 0.0, 30.0   70.0, 95.0 0.0, 30.0 

Min, Max 70, 95 0, 30   70, 95 0, 30 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 2 2 0 0 2 2 

Mean (SD) 82.5 (17.68) 5.0 (7.07)   82.5 (17.68) 5.0 (7.07) 

Median 82.5 5.0   82.5 5.0 

Q1, Q3 70.0, 95.0 0.0, 10.0   70.0, 95.0 0.0, 10.0 

Min, Max 70, 95 0, 10   70, 95 0, 10 

 

End of Treatment       

n 100 100 56 56 156 156 

Mean (SD) 72.2 (19.93) -8.8 (15.19) 71.4 (18.21) -7.2 (16.07) 71.9 (19.27) -8.2 (15.48) 

Median 70.0 -5.0 73.0 -5.0 70.5 -5.0 

Q1, Q3 60.5, 90.0 -15.0, 0.0 60.0, 88.5 -20.0, 0.0 60.0, 90.0 -20.0, 0.0 

Min, Max 5, 100 -50, 50 20, 100 -60, 40 5, 100 -60, 50 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Figure 14.2.2.4.13.1:  

Summary of EQ-5D VAS Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The whiskers represent means and 95% CI. 

Increases in scores are improvements. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Table 14.2.2.4.13.2: 

EQ-5D VAS: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

EQ-5D VAS          

   Cycle 4 105  -3.33 (1.29) 29  2.13 (2.07) -5.46 (-9.82, 

-1.10) 

-0.47 (-0.86, 

-0.09) 

0.0145 

   Cycle 6 88  -3.71 (1.31) 23  0.06 (2.18) -3.77 (-8.37, 

0.82) 

-0.34 (-0.75, 

0.07) 

0.1070 

   Overall Treatment Effect 152 79.66 (12.96) -2.68 (1.14) 57 78.39 (14.15) -1.69 (1.82) -0.99 (-4.69, 

2.70) 

-0.10 (-0.49, 

0.28) 

0.5961 

 

Data Source: ADSL ADQS. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Positive changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Positive changes are favorable. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.13.3: 

Analyses of Time to Deterioration of EQ-5D VAS 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

 EQ-5D VAS Score 214 26 (12.1) NR (16.8, NE) 103 7 (6.8) NR (6.7, NE) 1.116 (0.475, 2.620) 0.8015 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Figure 14.2.2.4.13.3: 

Kaplan-Meier Plot of Time to Deterioration of EQ-5D VAS 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 214, events = 26, Median: NR, 95% CI: 16.8 - NE

Docetaxel: n = 103, events = 7, Median: NR, 95% CI: 6.7 - NE

HR (95% CI): 1.116 (0.475, 2.620)

Log-rank test p-value: 0.8015

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 13 (9.1) NR (NE, NE) 66 5 (7.6) 14.6 (4.9, NE) 0.740 (0.261, 2.093) 0.5694 

   Age >= 65 Years 71 13 (18.3) NR (11.3, NE) 37 2 (5.4) NR (6.7, NE) 2.041 (0.449, 9.274) 0.3461 

   Interaction        0.3105 

 

Sex         

   Male 166 19 (11.4) NR (NE, NE) 76 4 (5.3) 14.6 (6.7, NE) 1.197 (0.398, 3.601) 0.7497 

   Female 48 7 (14.6) NR (13.2, NE) 27 3 (11.1) NR (4.9, NE) 0.911 (0.233, 3.561) 0.8956 

   Interaction        0.9234 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 13 (7.7) NR (NE, NE) 88 4 (4.5) NR (4.9, NE) 1.036 (0.333, 3.228) 0.9518 

   White 38 9 (23.7) 15.0 (8.5, NE) 13 3 (23.1) 11.2 (2.4, NE) 0.624 (0.164, 2.384) 0.4898 

   Other 8 4 (50.0) 11.3 (0.7, NE) 2 0 (0.0) NR (NE, NE) 37107688.408 (0.000, 

NE) 

0.2730 

   Interaction        0.9711 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 13 (7.8) NR (NE, NE) 88 4 (4.5) NR (4.9, NE) 1.036 (0.333, 3.228) 0.9518 

   Europe 32 8 (25.0) 15.0 (5.8, NE) 13 3 (23.1) 11.2 (2.4, NE) 0.685 (0.174, 2.700) 0.5903 

   Other 15 5 (33.3) 11.3 (1.4, NE) 2 0 (0.0) NR (NE, NE) 11730145.925 (0.000, 

NE) 

0.3395 

   Interaction        0.9886 

 

ECOG performance-status score         

   0 50 6 (12.0) NR (9.8, NE) 19 1 (5.3) NR (4.9, NE) 1.545 (0.184, 12.938) 0.6860 

   1 164 20 (12.2) NR (13.2, NE) 84 6 (7.1) 14.6 (6.7, NE) 0.928 (0.366, 2.352) 0.8740 

   Interaction        0.6483 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 20 (13.0) NR (13.2, NE) 66 5 (7.6) 14.6 (6.7, NE) 0.816 (0.295, 2.257) 0.6944 

   Never 60 6 (10.0) NR (15.0, NE) 37 2 (5.4) NR (4.9, NE) 1.402 (0.281, 6.997) 0.6790 

   Interaction        0.4537 

 

Histology         

   Non-squamous 125 17 (13.6) NR (11.8, NE) 62 6 (9.7) NR (11.2, NE) 1.028 (0.404, 2.616) 0.9518 

   Squamous 89 9 (10.1) NR (NE, NE) 41 1 (2.4) 6.7 (NE, NE) 1.789 (0.213, 15.032) 0.5880 

   Interaction        0.6899 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 21 (14.7) NR (13.2, NE) 75 6 (8.0) NR (11.2, NE) 1.204 (0.483, 2.999) 0.6894 

   Unknown 71 5 (7.0) NR (NE, NE) 28 1 (3.6) 6.7 (NE, NE) 0.773 (0.081, 7.343) 0.8180 

   Interaction        0.7851 

 

ALK rearrangement at baseline         

   Wild type 108 14 (13.0) NR (15.0, NE) 48 4 (8.3) 4.9 (4.9, NE) 0.647 (0.203, 2.056) 0.4580 

   Unknown 106 12 (11.3) NR (11.8, NE) 55 3 (5.5) NR (6.7, NE) 1.571 (0.442, 5.576) 0.4825 

   Interaction        0.2975 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 22 (12.2) NR (15.0, NE) 88 6 (6.8) NR (6.7, NE) 1.013 (0.407, 2.523) 0.9782 

   Third 34 4 (11.8) NR (3.5, NE) 15 1 (6.7) NR (2.4, NE) 1.372 (0.153, 12.307) 0.7763 

   Interaction        0.9388 

 

Disease Stage         

   Locally advanced 33 5 (15.2) NR (5.8, NE) 8 1 (12.5) 11.2 (NE, NE) 1.203 (0.136, 10.615) 0.8678 

   Metastatic 181 21 (11.6) NR (16.8, NE) 95 6 (6.3) NR (6.7, NE) 1.038 (0.414, 2.600) 0.9353 

   Interaction        0.9714 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 9 1 (11.1) NR (1.4, NE) 0.000 (0.000, NE) 0.2482 

   No 201 26 (12.9) NR (16.8, NE) 94 6 (6.4) 14.6 (6.7, NE) 1.164 (0.473, 2.860) 0.7410 

   Interaction        0.9886 

 

Liver metastases at baseline         

   Yes 27 2 (7.4) 11.8 (11.8, NE) 16 1 (6.3) NR (2.4, NE) 0.603 (0.037, 9.759) 0.7190 

   No 187 24 (12.8) NR (16.8, NE) 87 6 (6.9) NR (6.7, NE) 1.118 (0.454, 2.753) 0.8091 

   Interaction        0.8312 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.2.2.4.13.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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No Subgroup has significant interactions for this analysis

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Table 14.2.3.6: 

Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Subsequent Anticancer Therapy 

     Category  

              WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Patients Who Received any Subsequent Anticancer Therapy 118 (55.1) 63 (61.2) 181 (57.1) 

 

Subsequent Radiotherapy 11 (5.1) 8 (7.8) 19 (6.0) 

 

Subsequent Systemic Therapy 113 (52.8) 58 (56.3) 171 (53.9) 

CHEMOTHERAPY 80 (37.4) 28 (27.2) 108 (34.1) 

DOCETAXEL 43 (20.1) 2 (1.9) 45 (14.2) 

CARBOPLATIN 19 (8.9) 2 (1.9) 21 (6.6) 

PACLITAXEL 11 (5.1) 1 (1.0) 12 (3.8) 

PACLITAXEL ALBUMIN 11 (5.1) 2 (1.9) 13 (4.1) 

PEMETREXED 11 (5.1) 5 (4.9) 16 (5.0) 

GEMCITABINE 10 (4.7) 6 (5.8) 16 (5.0) 

CISPLATIN 6 (2.8) 5 (4.9) 11 (3.5) 

NEDAPLATIN 5 (2.3) 3 (2.9) 8 (2.5) 

PEMETREXED DISODIUM 5 (2.3) 1 (1.0) 6 (1.9) 

GIMERACIL;OTERACIL POTASSIUM;TEGAFUR 4 (1.9) 5 (4.9) 9 (2.8) 

VINORELBINE TARTRATE 3 (1.4) 3 (2.9) 6 (1.9) 

LOBAPLATIN 2 (0.9) 3 (2.9) 5 (1.6) 

OXALIPLATIN 2 (0.9) 0 (0.0) 2 (0.6) 

CAPECITABINE 1 (0.5) 0 (0.0) 1 (0.3) 

ETOPOSIDE 1 (0.5) 3 (2.9) 4 (1.3) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

A patient was counted only once within a category and preferred term. 

Medication terms were coded using Wold Health Organization Drug Dictionary Global-B3. 
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Table 14.2.3.6: 

Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Subsequent Anticancer Therapy 

     Category  

              WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

GEMCITABINE HYDROCHLORIDE 1 (0.5) 5 (4.9) 6 (1.9) 

GIMERACIL;OTERACIL;TEGAFUR 1 (0.5) 0 (0.0) 1 (0.3) 

IRINOTECAN 1 (0.5) 0 (0.0) 1 (0.3) 

IRINOTECAN HYDROCHLORIDE 1 (0.5) 1 (1.0) 2 (0.6) 

PACLITAXEL LIPOSOME 1 (0.5) 2 (1.9) 3 (0.9) 

PLINABULIN 1 (0.5) 0 (0.0) 1 (0.3) 

TEGAFUR 1 (0.5) 0 (0.0) 1 (0.3) 

VINORELBINE 1 (0.5) 2 (1.9) 3 (0.9) 

ALBUMIN HUMAN;PACLITAXEL 0 (0.0) 1 (1.0) 1 (0.3) 

TEMOZOLOMIDE 0 (0.0) 1 (1.0) 1 (0.3) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

A patient was counted only once within a category and preferred term. 

Medication terms were coded using Wold Health Organization Drug Dictionary Global-B3. 
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Table 14.2.3.6: 

Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Subsequent Anticancer Therapy 

     Category  

              WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

PROTEIN KINASE INHIBITORS 59 (27.6) 35 (34.0) 94 (29.7) 

CATEQUENTINIB HYDROCHLORIDE 29 (13.6) 13 (12.6) 42 (13.2) 

CATEQUENTINIB 9 (4.2) 15 (14.6) 24 (7.6) 

SITRAVATINIB 6 (2.8) 0 (0.0) 6 (1.9) 

AFATINIB DIMALEATE 4 (1.9) 2 (1.9) 6 (1.9) 

RIVOCERANIB 3 (1.4) 1 (1.0) 4 (1.3) 

AFATINIB 2 (0.9) 0 (0.0) 2 (0.6) 

CRIZOTINIB 2 (0.9) 0 (0.0) 2 (0.6) 

ERLOTINIB 2 (0.9) 1 (1.0) 3 (0.9) 

GEFITINIB 2 (0.9) 0 (0.0) 2 (0.6) 

APATINIB MESYLATE 1 (0.5) 2 (1.9) 3 (0.9) 

BRIGATINIB 1 (0.5) 0 (0.0) 1 (0.3) 

CABOZANTINIB S-MALATE 1 (0.5) 0 (0.0) 1 (0.3) 

ICOTINIB HYDROCHLORIDE 1 (0.5) 1 (1.0) 2 (0.6) 

LENVATINIB 1 (0.5) 0 (0.0) 1 (0.3) 

NINTEDANIB 1 (0.5) 0 (0.0) 1 (0.3) 

OSIMERTINIB MESILATE 1 (0.5) 0 (0.0) 1 (0.3) 

POZIOTINIB 1 (0.5) 0 (0.0) 1 (0.3) 

SORAFENIB 1 (0.5) 0 (0.0) 1 (0.3) 

TYROSINE KINASE INHIBITORS 1 (0.5) 0 (0.0) 1 (0.3) 

ERLOTINIB HYDROCHLORIDE 0 (0.0) 1 (1.0) 1 (0.3) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

A patient was counted only once within a category and preferred term. 

Medication terms were coded using Wold Health Organization Drug Dictionary Global-B3. 
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Table 14.2.3.6: 

Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Subsequent Anticancer Therapy 

     Category  

              WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

EVEROLIMUS 0 (0.0) 1 (1.0) 1 (0.3) 

 

OTHER 22 (10.3) 11 (10.7) 33 (10.4) 

BEVACIZUMAB 17 (7.9) 7 (6.8) 24 (7.6) 

MONOCLONAL ANTIBODIES 3 (1.4) 3 (2.9) 6 (1.9) 

ENDOSTATIN 2 (0.9) 1 (1.0) 3 (0.9) 

ALL OTHER THERAPEUTIC PRODUCTS 1 (0.5) 0 (0.0) 1 (0.3) 

ANTINEOPLASTIC AGENTS 1 (0.5) 0 (0.0) 1 (0.3) 

HTI 1090 0 (0.0) 1 (1.0) 1 (0.3) 

 

IMMUNOTHERAPY 11 (5.1) 19 (18.4) 30 (9.5) 

TISLELIZUMAB 6 (2.8) 0 (0.0) 6 (1.9) 

PEMBROLIZUMAB 2 (0.9) 5 (4.9) 7 (2.2) 

SINTILIMAB 2 (0.9) 5 (4.9) 7 (2.2) 

INVESTIGATIONAL ANTINEOPLASTIC DRUGS 1 (0.5) 0 (0.0) 1 (0.3) 

TORIPALIMAB 1 (0.5) 2 (1.9) 3 (0.9) 

ATEZOLIZUMAB 0 (0.0) 1 (1.0) 1 (0.3) 

CAMRELIZUMAB 0 (0.0) 3 (2.9) 3 (0.9) 

KN 046 0 (0.0) 1 (1.0) 1 (0.3) 

NIVOLUMAB 0 (0.0) 3 (2.9) 3 (0.9) 

 

Data Source: ADSL ADCM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

A patient was counted only once within a category and preferred term. 

Medication terms were coded using Wold Health Organization Drug Dictionary Global-B3. 
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Table 14.3.1.1.1: 

Extent of Exposure 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N = 213) 

Docetaxel  

(N = 98) 

 Duration of Exposure(Week)   

       n 213 98 

       Mean (SD) 35.6 (41.13) 19.1 (25.04) 

       Median 17.7 9.3 

       Q1, Q3 9.0, 42.9 6.1, 18.3 

       Min, Max 1, 188 2, 154 

 

 Number of Treatment Cycles   

       n 213 98 

       Mean (SD) 11.3 (12.87) 6.2 (8.14) 

       Median 6.0 3.0 

       Q1, Q3 3.0, 14.0 2.0, 6.0 

       Min, Max 1, 62 1, 50 

 

Data Source: ADSL ADEXSUM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) was defined as the 21*the cumulative dose (mg for Tislelizumab and mg/m2 for Docetaxel) 

received by a patient divided by (last dose date - first dose date + 21 days). 
b Relative dose intensity (RDI) was defined as the ratio of the actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) and the planned dose intensity 

(mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel). 
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Table 14.3.1.1.1: 

Extent of Exposure 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N = 213) 

Docetaxel  

(N = 98) 

 Number of Cycles Received, n (%)   

       1  18 (8.5)  14 (14.3) 

       2  19 (8.9)  15 (15.3) 

       3  46 (21.6)  25 (25.5) 

       4   8 (3.8)   8 (8.2) 

       5  15 (7.0)   3 (3.1) 

       6  13 (6.1)  12 (12.2) 

       7   5 (2.3)   3 (3.1) 

       8   9 (4.2)   1 (1.0) 

       9  11 (5.2)   2 (2.0) 

       10   1 (0.5)   0 (0.0) 

       11   6 (2.8)   1 (1.0) 

       12   6 (2.8)   5 (5.1) 

       >12  56 (26.3)   9 (9.2) 

 

Data Source: ADSL ADEXSUM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) was defined as the 21*the cumulative dose (mg for Tislelizumab and mg/m2 for Docetaxel) 

received by a patient divided by (last dose date - first dose date + 21 days). 
b Relative dose intensity (RDI) was defined as the ratio of the actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) and the planned dose intensity 

(mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel). 
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Table 14.3.1.1.1: 

Extent of Exposure 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N = 213) 

Docetaxel  

(N = 98) 

 Cumulative Dose (mg for Tislelizumab and mg/m2 for Docetaxel) per 

Patient 

  

       n 213 98 

       Mean (SD) 2268.5 (2574.55) 434.5 (546.58) 

       Median 1200.0 225.0 

       Q1, Q3 600.0, 2800.0 150.0, 450.0 

       Min, Max 200, 12400 75, 2890 

 

 Actual Dose Intensity (mg/cycle for Tislelizumab and mg/m2/cycle for 

Docetaxel) per Patient a 

  

       n 213 98 

       Mean (SD) 194.9 (10.12) 70.3 (6.79) 

       Median 200.0 73.8 

       Q1, Q3 192.0, 200.0 65.0, 75.0 

       Min, Max 150, 210 53, 80 

 

Data Source: ADSL ADEXSUM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) was defined as the 21*the cumulative dose (mg for Tislelizumab and mg/m2 for Docetaxel) 

received by a patient divided by (last dose date - first dose date + 21 days). 
b Relative dose intensity (RDI) was defined as the ratio of the actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) and the planned dose intensity 

(mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel). 
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Table 14.3.1.1.1: 

Extent of Exposure 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N = 213) 

Docetaxel  

(N = 98) 

 Relative Dose Intensity (%) per Patient b   

       n 213 98 

       Mean (SD) 97.5 (5.06) 93.8 (9.06) 

       Median 100.0 98.4 

       Q1, Q3 96.0, 100.0 86.7, 100.0 

       Min, Max 75, 105 71, 107 

 

Data Source: ADSL ADEXSUM. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 
a Actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) was defined as the 21*the cumulative dose (mg for Tislelizumab and mg/m2 for Docetaxel) 

received by a patient divided by (last dose date - first dose date + 21 days). 
b Relative dose intensity (RDI) was defined as the ratio of the actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) and the planned dose intensity 

(mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel). 
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Table 14.3.1.2.1.1: 

Time to Treatment-Emergent Adverse Events 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Any TEAE 213 209 (98.1) 0.5 (0.4, 0.7) 98 95 (96.9) 0.2 (0.1, 0.3) 0.376 (0.289, 0.491) <0.0001 

 

TEAE >= Grade 3 213 87 (40.8) 16.4 (10.7, 21.7) 98 71 (72.4) 0.3 (0.3, 1.0) 0.252 (0.180, 0.352) <0.0001 

 

Serious TEAE 213 68 (31.9) 22.4 (16.6, NE) 98 26 (26.5) NR (NE, NE) 0.819 (0.515, 1.305) 0.4072 

 

TEAE Leading to Treatment 

Discontinuation 

213 23 (10.8) NR (NE, NE) 98 13 (13.3) NR (NE, NE) 0.590 (0.293, 1.185) 0.1347 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Figure 14.3.1.1: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 209, Median: 0.5, 95% CI: 0.4 - 0.7

Docetaxel: n = 98, events = 95, Median: 0.2, 95% CI: 0.1 - 0.3

HR (95% CI): 0.376 (0.289, 0.491)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.1: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 87, Median: 16.4, 95% CI: 10.7 - 21.7

Docetaxel: n = 98, events = 71, Median: 0.3, 95% CI: 0.3 - 1.0

HR (95% CI): 0.252 (0.180, 0.352)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.1: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 68, Median: 22.4, 95% CI: 16.6 - NE

Docetaxel: n = 98, events = 26, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.819 (0.515, 1.305)

Log-rank test p-value: 0.4072

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.1: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 23, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 13, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.590 (0.293, 1.185)

Log-rank test p-value: 0.1347

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 139 (97.2) 0.4 (0.3, 0.7) 62 59 (95.2) 0.3 (0.1, 0.3) 0.485 (0.352, 0.668) <0.0001 

   Age >= 65 Years 70 70 (100.0) 0.5 (0.5, 0.7) 36 36 (100.0) 0.1 (0.1, 0.2) 0.213 (0.132, 0.344) <0.0001 

   Interaction        0.0042 

 

Sex         

   Male 166 162 (97.6) 0.5 (0.3, 0.7) 71 69 (97.2) 0.2 (0.1, 0.3) 0.378 (0.279, 0.512) <0.0001 

   Female 47 47 (100.0) 0.5 (0.3, 0.7) 27 26 (96.3) 0.2 (0.1, 0.3) 0.418 (0.249, 0.700) 0.0007 

   Interaction        0.5110 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 165 (98.8) 0.5 (0.3, 0.7) 84 82 (97.6) 0.2 (0.1, 0.3) 0.346 (0.258, 0.464) <0.0001 

   White 38 36 (94.7) 0.5 (0.3, 1.0) 12 11 (91.7) 0.3 (0.1, 0.5) 0.604 (0.301, 1.209) 0.1607 

   Other 8 8 (100.0) 0.7 (0.1, 1.4) 2 2 (100.0) 0.0 (0.0, NE) 0.061 (0.005, 0.723) 0.0062 

   Interaction        0.0270 

 

Region         

   China 167 165 (98.8) 0.5 (0.3, 0.7) 84 82 (97.6) 0.2 (0.1, 0.3) 0.346 (0.258, 0.464) <0.0001 

   Europe 32 30 (93.8) 0.7 (0.3, 1.8) 12 11 (91.7) 0.3 (0.1, 0.5) 0.517 (0.252, 1.060) 0.0741 

   Other 14 14 (100.0) 0.6 (0.1, 0.7) 2 2 (100.0) 0.0 (0.0, NE) 0.138 (0.024, 0.802) 0.0219 

   Interaction        0.0869 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 49 (98.0) 0.3 (0.3, 0.7) 16 16 (100.0) 0.1 (0.1, 0.3) 0.320 (0.170, 0.602) 0.0002 

   1 163 160 (98.2) 0.5 (0.4, 0.7) 82 79 (96.3) 0.2 (0.1, 0.3) 0.385 (0.289, 0.514) <0.0001 

   Interaction        0.1838 

 

Smoking Status         

   Current or Former 153 149 (97.4) 0.6 (0.4, 0.7) 61 60 (98.4) 0.2 (0.1, 0.3) 0.360 (0.261, 0.496) <0.0001 

   Never 60 60 (100.0) 0.4 (0.3, 0.6) 37 35 (94.6) 0.2 (0.1, 0.3) 0.440 (0.281, 0.691) 0.0002 

   Interaction        0.2554 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 123 (98.4) 0.5 (0.4, 0.7) 59 57 (96.6) 0.3 (0.1, 0.3) 0.378 (0.267, 0.535) <0.0001 

   Squamous 88 86 (97.7) 0.5 (0.3, 0.7) 39 38 (97.4) 0.2 (0.1, 0.2) 0.355 (0.236, 0.536) <0.0001 

   Interaction        0.3318 

 

EGFR mutation at baseline         

   Wild type 143 140 (97.9) 0.6 (0.4, 0.7) 71 68 (95.8) 0.2 (0.1, 0.3) 0.392 (0.288, 0.534) <0.0001 

   Unknown 70 69 (98.6) 0.5 (0.3, 0.7) 27 27 (100.0) 0.2 (0.1, 0.3) 0.341 (0.208, 0.560) <0.0001 

   Interaction        0.4432 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 107 (99.1) 0.5 (0.3, 0.7) 46 45 (97.8) 0.1 (0.1, 0.3) 0.328 (0.222, 0.483) <0.0001 

   Unknown 105 102 (97.1) 0.5 (0.3, 0.7) 52 50 (96.2) 0.2 (0.1, 0.3) 0.419 (0.292, 0.600) <0.0001 

   Interaction        0.5231 

 

Line of therapy         

   Second 179 176 (98.3) 0.5 (0.3, 0.7) 84 83 (98.8) 0.2 (0.1, 0.3) 0.388 (0.294, 0.513) <0.0001 

   Third 34 33 (97.1) 0.7 (0.3, 0.8) 14 12 (85.7) 0.2 (0.1, 0.3) 0.342 (0.161, 0.725) 0.0049 

   Interaction        0.5988 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 32 (97.0) 0.6 (0.3, 1.2) 8 8 (100.0) 0.2 (0.0, 0.5) 0.271 (0.114, 0.643) 0.0008 

   Metastatic 180 177 (98.3) 0.5 (0.4, 0.7) 90 87 (96.7) 0.2 (0.1, 0.3) 0.401 (0.305, 0.528) <0.0001 

   Interaction        0.3208 

 

Brain metastases at baseline         

   Yes 13 13 (100.0) 1.0 (0.3, 1.2) 8 7 (87.5) 0.2 (0.0, NE) 0.276 (0.090, 0.851) 0.0178 

   No 200 196 (98.0) 0.5 (0.4, 0.7) 90 88 (97.8) 0.2 (0.1, 0.3) 0.382 (0.292, 0.500) <0.0001 

   Interaction        0.8471 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 25 (96.2) 0.5 (0.2, 0.7) 15 14 (93.3) 0.1 (0.1, 0.2) 0.355 (0.172, 0.732) 0.0038 

   No 187 184 (98.4) 0.5 (0.4, 0.7) 83 81 (97.6) 0.2 (0.1, 0.3) 0.385 (0.291, 0.509) <0.0001 

   Interaction        0.5170 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 52 (36.4) 19.7 (7.6, NE) 62 41 (66.1) 0.8 (0.3, 2.9) 0.306 (0.201, 0.465) <0.0001 

   Age >= 65 Years 70 35 (50.0) 15.5 (4.0, 21.7) 36 30 (83.3) 0.3 (0.3, 1.0) 0.200 (0.116, 0.347) <0.0001 

   Interaction        0.3570 

 

Sex         

   Male 166 72 (43.4) 15.9 (10.7, 21.7) 71 52 (73.2) 0.4 (0.3, 1.5) 0.294 (0.203, 0.426) <0.0001 

   Female 47 15 (31.9) 19.1 (7.3, NE) 27 19 (70.4) 0.3 (0.3, 1.0) 0.202 (0.100, 0.407) <0.0001 

   Interaction        0.1964 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 66 (39.5) 19.1 (10.2, 35.0) 84 63 (75.0) 0.3 (0.3, 1.0) 0.247 (0.172, 0.354) <0.0001 

   White 38 16 (42.1) 15.5 (4.2, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.531 (0.206, 1.369) 0.2012 

   Other 8 5 (62.5) 13.9 (1.0, NE) 2 2 (100.0) 0.4 (0.3, NE) 0.000 (0.000, NE) 0.0009 

   Interaction        0.2209 

 

Region         

   China 167 66 (39.5) 19.1 (10.2, 35.0) 84 63 (75.0) 0.3 (0.3, 1.0) 0.247 (0.172, 0.354) <0.0001 

   Europe 32 13 (40.6) 12.5 (3.4, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.510 (0.192, 1.353) 0.1860 

   Other 14 8 (57.1) 13.9 (1.4, NE) 2 2 (100.0) 0.4 (0.3, NE) 0.045 (0.004, 0.512) 0.0004 

   Interaction        0.2492 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 23 (46.0) 18.8 (3.6, 35.0) 16 15 (93.8) 0.3 (0.2, 0.4) 0.067 (0.028, 0.158) <0.0001 

   1 163 64 (39.3) 15.9 (10.7, NE) 82 56 (68.3) 0.9 (0.3, 1.6) 0.315 (0.218, 0.455) <0.0001 

   Interaction        0.0117 

 

Smoking Status         

   Current or Former 153 66 (43.1) 15.9 (10.7, 21.7) 61 45 (73.8) 0.8 (0.3, 1.6) 0.257 (0.171, 0.385) <0.0001 

   Never 60 21 (35.0) 19.7 (7.3, NE) 37 26 (70.3) 0.3 (0.3, 1.0) 0.264 (0.146, 0.475) <0.0001 

   Interaction        0.5424 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 48 (38.4) 15.9 (7.6, NE) 59 40 (67.8) 0.5 (0.3, 1.6) 0.283 (0.183, 0.437) <0.0001 

   Squamous 88 39 (44.3) 16.4 (3.4, 21.7) 39 31 (79.5) 0.3 (0.3, 1.1) 0.239 (0.144, 0.396) <0.0001 

   Interaction        0.8059 

 

EGFR mutation at baseline         

   Wild type 143 55 (38.5) 19.0 (11.4, NE) 71 48 (67.6) 0.5 (0.3, 1.6) 0.268 (0.179, 0.402) <0.0001 

   Unknown 70 32 (45.7) 16.4 (2.6, NE) 27 23 (85.2) 0.3 (0.3, 1.1) 0.239 (0.136, 0.420) <0.0001 

   Interaction        0.7715 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 40 (37.0) 19.1 (10.7, NE) 46 31 (67.4) 0.4 (0.3, 1.6) 0.209 (0.123, 0.355) <0.0001 

   Unknown 105 47 (44.8) 12.5 (3.4, 21.7) 52 40 (76.9) 0.3 (0.3, 1.5) 0.323 (0.210, 0.494) <0.0001 

   Interaction        0.2325 

 

Line of therapy         

   Second 179 70 (39.1) 18.8 (11.4, NE) 84 59 (70.2) 0.8 (0.3, 1.6) 0.288 (0.201, 0.412) <0.0001 

   Third 34 17 (50.0) 10.7 (1.5, 21.7) 14 12 (85.7) 0.3 (0.2, 0.4) 0.097 (0.037, 0.254) <0.0001 

   Interaction        0.1040 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 8 (24.2) NR (19.0, NE) 8 5 (62.5) 0.7 (0.2, NE) 0.238 (0.077, 0.733) 0.0071 

   Metastatic 180 79 (43.9) 15.5 (7.6, 19.7) 90 66 (73.3) 0.3 (0.3, 1.0) 0.274 (0.194, 0.387) <0.0001 

   Interaction        0.7972 

 

Brain metastases at baseline         

   Yes 13 6 (46.2) 35.0 (0.7, NE) 8 4 (50.0) NR (0.3, NE) 0.415 (0.109, 1.584) 0.1841 

   No 200 81 (40.5) 16.4 (10.7, 21.7) 90 67 (74.4) 0.3 (0.3, 1.0) 0.247 (0.176, 0.347) <0.0001 

   Interaction        0.1673 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-tteae-subgrp.sas  26AUG2024 07:15  t-14-03-01-02-01-01-s-tteae-subgrp-fa.rtf 

3181



Protocol BGB-A317-303 Page 14 of 28 
 

Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 15 (57.7) 2.6 (0.7, NE) 15 13 (86.7) 0.3 (0.2, 0.8) 0.263 (0.121, 0.575) 0.0004 

   No 187 72 (38.5) 19.0 (13.9, 35.0) 83 58 (69.9) 0.5 (0.3, 1.6) 0.265 (0.185, 0.380) <0.0001 

   Interaction        0.9685 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 40 (28.0) 39.4 (21.6, NE) 62 14 (22.6) NR (NE, NE) 0.948 (0.513, 1.752) 0.8793 

   Age >= 65 Years 70 28 (40.0) 18.0 (11.4, NE) 36 12 (33.3) NR (2.6, NE) 0.803 (0.402, 1.605) 0.5348 

   Interaction        0.7277 

 

Sex         

   Male 166 59 (35.5) 18.8 (12.5, NE) 71 20 (28.2) NR (2.7, NE) 0.885 (0.529, 1.483) 0.6493 

   Female 47 9 (19.1) NR (15.5, NE) 27 6 (22.2) NR (NE, NE) 0.649 (0.229, 1.844) 0.4230 

   Interaction        0.5266 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 52 (31.1) 22.4 (16.6, NE) 84 23 (27.4) NR (NE, NE) 0.815 (0.494, 1.343) 0.4300 

   White 38 13 (34.2) NR (11.4, NE) 12 3 (25.0) NR (0.3, NE) 1.081 (0.306, 3.813) 0.9059 

   Other 8 3 (37.5) NR (1.4, NE) 2 0 (0.0) NR (NE, NE) 33944282.931 (0.000, 

NE) 

0.4029 

   Interaction        0.9005 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 52 (31.1) 22.4 (16.6, NE) 84 23 (27.4) NR (NE, NE) 0.815 (0.494, 1.343) 0.4300 

   Europe 32 10 (31.3) NR (11.4, NE) 12 3 (25.0) NR (0.3, NE) 0.969 (0.265, 3.544) 0.9585 

   Other 14 6 (42.9) 17.5 (2.0, NE) 2 0 (0.0) NR (NE, NE) 11181649.648 (0.000, 

NE) 

0.3431 

   Interaction        0.9497 

 

ECOG performance-status score         

   0 50 17 (34.0) 21.6 (4.2, NE) 16 3 (18.8) NR (NE, NE) 1.171 (0.339, 4.048) 0.8059 

   1 163 51 (31.3) 39.4 (15.5, NE) 82 23 (28.0) NR (4.2, NE) 0.825 (0.500, 1.360) 0.4585 

   Interaction        0.4814 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 55 (35.9) 18.0 (12.5, NE) 61 17 (27.9) NR (2.7, NE) 0.836 (0.479, 1.459) 0.5292 

   Never 60 13 (21.7) NR (21.6, NE) 37 9 (24.3) NR (NE, NE) 0.706 (0.300, 1.660) 0.4396 

   Interaction        0.5802 

 

Histology         

   Non-squamous 125 39 (31.2) 39.4 (16.6, NE) 59 11 (18.6) NR (NE, NE) 1.353 (0.690, 2.655) 0.3692 

   Squamous 88 29 (33.0) 18.8 (14.4, NE) 39 15 (38.5) 4.2 (1.7, NE) 0.446 (0.230, 0.865) 0.0146 

   Interaction        0.0386 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 43 (30.1) 39.4 (17.5, NE) 71 15 (21.1) NR (NE, NE) 1.068 (0.589, 1.935) 0.8178 

   Unknown 70 25 (35.7) 18.0 (4.6, NE) 27 11 (40.7) 2.6 (1.1, NE) 0.493 (0.235, 1.037) 0.0579 

   Interaction        0.1440 

 

ALK rearrangement at baseline         

   Wild type 108 28 (25.9) 39.4 (21.6, NE) 46 10 (21.7) NR (NE, NE) 0.733 (0.343, 1.569) 0.4236 

   Unknown 105 40 (38.1) 17.5 (5.7, NE) 52 16 (30.8) NR (2.7, NE) 1.026 (0.574, 1.833) 0.9216 

   Interaction        0.4115 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 53 (29.6) 39.4 (17.5, NE) 84 21 (25.0) NR (NE, NE) 0.874 (0.524, 1.459) 0.6126 

   Third 34 15 (44.1) 14.4 (4.2, NE) 14 5 (35.7) 2.7 (0.3, NE) 0.736 (0.259, 2.098) 0.5747 

   Interaction        0.8043 

 

Disease Stage         

   Locally advanced 33 8 (24.2) 21.6 (10.3, NE) 8 1 (12.5) NR (0.2, NE) 1.417 (0.174, 11.538) 0.7433 

   Metastatic 180 60 (33.3) 22.4 (15.5, NE) 90 25 (27.8) NR (NE, NE) 0.864 (0.538, 1.387) 0.5546 

   Interaction        0.5675 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 6 (46.2) 22.4 (1.5, NE) 8 3 (37.5) NR (0.3, NE) 0.973 (0.239, 3.970) 0.9597 

   No 200 62 (31.0) 39.4 (16.6, NE) 90 23 (25.6) NR (NE, NE) 0.863 (0.531, 1.404) 0.5616 

   Interaction        0.8314 

 

Liver metastases at baseline         

   Yes 26 9 (34.6) 11.4 (2.6, NE) 15 3 (20.0) NR (0.4, NE) 1.376 (0.364, 5.197) 0.6285 

   No 187 59 (31.6) 39.4 (17.5, NE) 83 23 (27.7) NR (NE, NE) 0.811 (0.498, 1.323) 0.4069 

   Interaction        0.3781 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 10 (7.0) NR (NE, NE) 62 6 (9.7) NR (NE, NE) 0.577 (0.209, 1.596) 0.2847 

   Age >= 65 Years 70 13 (18.6) NR (17.5, NE) 36 7 (19.4) NR (3.9, NE) 0.646 (0.251, 1.664) 0.3608 

   Interaction        0.8791 

 

Sex         

   Male 166 21 (12.7) NR (NE, NE) 71 11 (15.5) NR (NE, NE) 0.569 (0.270, 1.200) 0.1334 

   Female 47 2 (4.3) NR (NE, NE) 27 2 (7.4) NR (NE, NE) 0.501 (0.070, 3.570) 0.4817 

   Interaction        0.8488 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 14 (8.4) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.424 (0.193, 0.931) 0.0280 

   White 38 7 (18.4) NR (15.1, NE) 12 1 (8.3) NR (2.7, NE) 1.824 (0.221, 15.023) 0.5708 

   Other 8 2 (25.0) NR (1.0, NE) 2 0 (0.0) NR (NE, NE) 36742681.672 (0.000, 

NE) 

0.4452 

   Interaction        0.4041 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 14 (8.4) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.424 (0.193, 0.931) 0.0280 

   Europe 32 6 (18.8) NR (12.5, NE) 12 1 (8.3) NR (2.7, NE) 1.803 (0.214, 15.201) 0.5828 

   Other 14 3 (21.4) NR (17.5, NE) 2 0 (0.0) NR (NE, NE) 11777319.504 (0.000, 

NE) 

0.4601 

   Interaction        0.3912 

 

ECOG performance-status score         

   0 50 7 (14.0) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 1.687 (0.206, 13.796) 0.6218 

   1 163 16 (9.8) NR (NE, NE) 82 12 (14.6) NR (NE, NE) 0.491 (0.229, 1.054) 0.0626 

   Interaction        0.2830 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 20 (13.1) NR (NE, NE) 61 10 (16.4) NR (NE, NE) 0.516 (0.236, 1.130) 0.0922 

   Never 60 3 (5.0) NR (NE, NE) 37 3 (8.1) NR (NE, NE) 0.559 (0.113, 2.778) 0.4712 

   Interaction        0.9320 

 

Histology         

   Non-squamous 125 13 (10.4) NR (NE, NE) 59 4 (6.8) NR (NE, NE) 1.223 (0.396, 3.775) 0.7256 

   Squamous 88 10 (11.4) NR (NE, NE) 39 9 (23.1) NR (3.9, NE) 0.326 (0.128, 0.831) 0.0138 

   Interaction        0.0499 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 15 (10.5) NR (NE, NE) 71 7 (9.9) NR (NE, NE) 0.801 (0.323, 1.985) 0.6304 

   Unknown 70 8 (11.4) NR (NE, NE) 27 6 (22.2) NR (3.9, NE) 0.342 (0.114, 1.028) 0.0454 

   Interaction        0.2021 

 

ALK rearrangement at baseline         

   Wild type 108 7 (6.5) NR (NE, NE) 46 5 (10.9) NR (NE, NE) 0.342 (0.100, 1.167) 0.0729 

   Unknown 105 16 (15.2) NR (17.5, NE) 52 8 (15.4) NR (NE, NE) 0.854 (0.365, 1.999) 0.7151 

   Interaction        0.2333 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 18 (10.1) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.538 (0.257, 1.127) 0.0951 

   Third 34 5 (14.7) NR (16.4, NE) 14 1 (7.1) NR (2.7, NE) 1.045 (0.108, 10.073) 0.9695 

   Interaction        0.4053 

 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (NE, NE) 8 1 (12.5) NR (0.3, NE) 0.643 (0.067, 6.205) 0.7000 

   Metastatic 180 20 (11.1) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.600 (0.289, 1.244) 0.1651 

   Interaction        0.9966 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (2.6, NE) 0.424 (0.026, 6.911) 0.5347 

   No 200 22 (11.0) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.594 (0.290, 1.215) 0.1494 

   Interaction        0.9603 

 

Liver metastases at baseline         

   Yes 26 4 (15.4) NR (15.1, NE) 15 1 (6.7) NR (NE, NE) 1.602 (0.167, 15.409) 0.6845 

   No 187 19 (10.2) NR (NE, NE) 83 12 (14.5) NR (NE, NE) 0.503 (0.242, 1.047) 0.0610 

   Interaction        0.2305 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 143, events = 139, Median: 0.4, 95% CI: 0.3 - 0.7

Docetaxel: n = 62, events = 59, Median: 0.3, 95% CI: 0.1 - 0.3

HR (95% CI): 0.485 (0.352, 0.668)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 70, events = 70, Median: 0.5, 95% CI: 0.5 - 0.7

Docetaxel: n = 36, events = 36, Median: 0.1, 95% CI: 0.1 - 0.2

HR (95% CI): 0.213 (0.132, 0.344)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 167, events = 165, Median: 0.5, 95% CI: 0.3 - 0.7

Docetaxel: n = 84, events = 82, Median: 0.2, 95% CI: 0.1 - 0.3

HR (95% CI): 0.346 (0.258, 0.464)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 38, events = 36, Median: 0.5, 95% CI: 0.3 - 1.0

Docetaxel: n = 12, events = 11, Median: 0.3, 95% CI: 0.1 - 0.5

HR (95% CI): 0.604 (0.301, 1.209)

Log-rank test p-value: 0.1607

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 8, events = 8, Median: 0.7, 95% CI: 0.1 - 1.4

Docetaxel: n = 2, events = 2, Median: 0.0, 95% CI: 0.0 - NE

HR (95% CI): 0.061 (0.005, 0.723)

Log-rank test p-value: 0.0062

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 50, events = 23, Median: 18.8, 95% CI: 3.6 - 35.0

Docetaxel: n = 16, events = 15, Median: 0.3, 95% CI: 0.2 - 0.4

HR (95% CI): 0.067 (0.028, 0.158)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 163, events = 64, Median: 15.9, 95% CI: 10.7 - NE

Docetaxel: n = 82, events = 56, Median: 0.9, 95% CI: 0.3 - 1.6

HR (95% CI): 0.315 (0.218, 0.455)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-tteae-subgrp.sas  26AUG2024 04:24  f-14-03-01-01-s-km-tteae-subgrp-fa.rtf 

3203



Protocol BGB-A317-303 Page 8 of 11 

Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 125, events = 39, Median: 39.4, 95% CI: 16.6 - NE

Docetaxel: n = 59, events = 11, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.353 (0.690, 2.655)

Log-rank test p-value: 0.3692

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 88, events = 29, Median: 18.8, 95% CI: 14.4 - NE

Docetaxel: n = 39, events = 15, Median: 4.2, 95% CI: 1.7 - NE

HR (95% CI): 0.446 (0.230, 0.865)

Log-rank test p-value: 0.0146

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 125, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 59, events = 4, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.223 (0.396, 3.775)

Log-rank test p-value: 0.7256

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Histology: Squamous

TEAE Leading to Treatment Discontinuation

0 3 6 9 12 15 18 21 24 27 30 33 36 39

88 54 36 25 19 17 14 11 8 5 2 1 1 0

39 13 5 0 0 0 0 0 0 0 0 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33 36 39

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 88, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 39, events = 9, Median: NR, 95% CI: 3.9 - NE

HR (95% CI): 0.326 (0.128, 0.831)

Log-rank test p-value: 0.0138

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Blood and lymphatic system disorders 213 71 (33.3) NR (13.4, NE) 98 69 (70.4) 0.7 (0.3, 1.0) 0.236 (0.166, 0.336) <0.0001 

   Anaemia 213 59 (27.7) NR (16.6, NE) 98 46 (46.9) 4.6 (1.7, NE) 0.384 (0.256, 0.575) <0.0001 

   Febrile neutropenia 213 0 (0.0) NR (NE, NE) 98 16 (16.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Leukopenia 213 9 (4.2) NR (NE, NE) 98 30 (30.6) NR (7.2, NE) 0.087 (0.038, 0.199) <0.0001 

   Neutropenia 213 5 (2.3) NR (NE, NE) 98 29 (29.6) NR (NE, NE) 0.051 (0.018, 0.145) <0.0001 

 

Cardiac disorders 213 20 (9.4) NR (32.7, NE) 98 10 (10.2) NR (NE, NE) 0.789 (0.363, 1.713) 0.5471 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Endocrine disorders 213 33 (15.5) NR (24.3, NE) 98 0 (0.0) NR (NE, NE) 15147227.314 (0.000, 

NE) 

0.0007 

   Hypothyroidism 213 27 (12.7) NR (30.4, NE) 98 0 (0.0) NR (NE, NE) 14788720.379 (0.000, 

NE) 

0.0031 

 

Eye disorders 213 13 (6.1) NR (NE, NE) 98 0 (0.0) NR (NE, NE) 14822676.855 (0.000, 

NE) 

0.0456 

 

Gastrointestinal disorders 213 82 (38.5) 15.1 (7.4, NE) 98 53 (54.1) 2.1 (1.0, 10.6) 0.458 (0.320, 0.655) <0.0001 

   Constipation 213 30 (14.1) NR (NE, NE) 98 13 (13.3) NR (NE, NE) 0.832 (0.429, 1.615) 0.5882 

   Diarrhoea 213 21 (9.9) NR (NE, NE) 98 14 (14.3) NR (NE, NE) 0.479 (0.237, 0.969) 0.0366 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Nausea 213 24 (11.3) NR (NE, NE) 98 18 (18.4) NR (10.6, NE) 0.498 (0.266, 0.933) 0.0264 

   Vomiting 213 14 (6.6) NR (NE, NE) 98 9 (9.2) NR (NE, NE) 0.593 (0.252, 1.393) 0.2249 

 

General disorders and administration site 

conditions 

213 102 (47.9) 6.3 (5.1, 11.9) 98 52 (53.1) 3.4 (1.3, 5.9) 0.618 (0.438, 0.873) 0.0058 

   Asthenia 213 33 (15.5) NR (32.7, NE) 98 22 (22.4) NR (NE, NE) 0.498 (0.285, 0.868) 0.0124 

   Chest discomfort 213 10 (4.7) NR (NE, NE) 98 2 (2.0) NR (NE, NE) 1.738 (0.370, 8.153) 0.4811 

   Fatigue 213 18 (8.5) NR (NE, NE) 98 10 (10.2) NR (NE, NE) 0.639 (0.290, 1.410) 0.2640 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Malaise 213 16 (7.5) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 1.070 (0.417, 2.750) 0.8878 

   Pyrexia 213 32 (15.0) NR (NE, NE) 98 10 (10.2) NR (NE, NE) 1.243 (0.604, 2.557) 0.5561 

 

Hepatobiliary disorders 213 11 (5.2) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 0.575 (0.202, 1.641) 0.2954 

 

Infections and infestations 213 60 (28.2) 24.0 (17.8, NE) 98 30 (30.6) 10.0 (4.2, NE) 0.589 (0.373, 0.931) 0.0217 

   Pneumonia 213 28 (13.1) 39.4 (39.4, NE) 98 12 (12.2) NR (NE, NE) 0.709 (0.350, 1.435) 0.3362 

   Upper respiratory tract infection 213 16 (7.5) NR (NE, NE) 98 14 (14.3) NR (10.0, NE) 0.363 (0.173, 0.762) 0.0053 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Investigations 213 127 (59.6) 2.2 (1.8, 4.0) 98 63 (64.3) 1.0 (0.7, 1.6) 0.632 (0.465, 0.859) 0.0036 

   Alanine aminotransferase increased 213 51 (23.9) NR (19.8, NE) 98 18 (18.4) NR (NE, NE) 1.087 (0.631, 1.872) 0.7606 

   Aspartate aminotransferase increased 213 44 (20.7) NR (21.4, NE) 98 16 (16.3) NR (NE, NE) 1.004 (0.562, 1.794) 0.9924 

   Blood alkaline phosphatase increased 213 16 (7.5) NR (NE, NE) 98 5 (5.1) NR (22.8, NE) 1.253 (0.455, 3.450) 0.6602 

   Blood bilirubin increased 213 12 (5.6) NR (NE, NE) 98 11 (11.2) NR (NE, NE) 0.411 (0.180, 0.937) 0.0293 

   Blood creatine phosphokinase 

increased 

213 20 (9.4) NR (NE, NE) 98 1 (1.0) NR (NE, NE) 7.339 (0.980, 54.935) 0.0229 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Blood creatinine increased 213 13 (6.1) NR (NE, NE) 98 4 (4.1) NR (22.1, NE) 1.043 (0.330, 3.292) 0.9416 

   Blood lactate dehydrogenase increased 213 15 (7.0) NR (NE, NE) 98 5 (5.1) NR (NE, NE) 1.211 (0.437, 3.350) 0.7136 

   Blood thyroid stimulating hormone 

increased 

213 16 (7.5) NR (27.6, NE) 98 2 (2.0) NR (NE, NE) 2.147 (0.481, 9.578) 0.3050 

   Blood urea increased 213 10 (4.7) NR (NE, NE) 98 2 (2.0) NR (10.6, NE) 1.790 (0.385, 8.319) 0.4515 

   Gamma-glutamyltransferase increased 213 13 (6.1) NR (NE, NE) 98 7 (7.1) NR (NE, NE) 0.726 (0.286, 1.840) 0.4990 

   Lymphocyte count decreased 213 13 (6.1) NR (NE, NE) 98 7 (7.1) NR (NE, NE) 0.761 (0.299, 1.936) 0.5726 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Neutrophil count decreased 213 5 (2.3) NR (NE, NE) 98 39 (39.8) NR (2.5, NE) 0.035 (0.012, 0.098) <0.0001 

   Weight decreased 213 38 (17.8) 35.7 (35.7, NE) 98 8 (8.2) NR (NE, NE) 1.496 (0.687, 3.259) 0.3043 

   White blood cell count decreased 213 8 (3.8) NR (NE, NE) 98 33 (33.7) NR (3.9, NE) 0.088 (0.041, 0.192) <0.0001 

 

Metabolism and nutrition disorders 213 104 (48.8) 7.3 (4.8, 13.5) 98 42 (42.9) 14.9 (2.1, NE) 0.859 (0.596, 1.238) 0.4210 

   Decreased appetite 213 40 (18.8) NR (NE, NE) 98 22 (22.4) NR (10.8, NE) 0.666 (0.391, 1.133) 0.1315 

   Hyperglycaemia 213 22 (10.3) NR (NE, NE) 98 14 (14.3) NR (14.9, NE) 0.572 (0.289, 1.133) 0.1045 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Hypoalbuminaemia 213 28 (13.1) NR (NE, NE) 98 14 (14.3) NR (NE, NE) 0.719 (0.373, 1.384) 0.3212 

   Hypocalcaemia 213 12 (5.6) NR (NE, NE) 98 7 (7.1) NR (22.9, NE) 0.717 (0.282, 1.828) 0.4862 

   Hypokalaemia 213 16 (7.5) 39.6 (37.1, NE) 98 3 (3.1) NR (NE, NE) 1.463 (0.410, 5.218) 0.5559 

   Hyponatraemia 213 15 (7.0) NR (NE, NE) 98 13 (13.3) NR (NE, NE) 0.312 (0.138, 0.707) 0.0033 

 

Musculoskeletal and connective tissue 

disorders 

213 60 (28.2) NR (18.1, NE) 98 28 (28.6) NR (4.9, NE) 0.844 (0.536, 1.330) 0.4647 

   Arthralgia 213 24 (11.3) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 1.453 (0.587, 3.598) 0.4163 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Back pain 213 16 (7.5) NR (NE, NE) 98 7 (7.1) NR (NE, NE) 0.960 (0.394, 2.340) 0.9286 

   Pain in extremity 213 10 (4.7) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 0.699 (0.254, 1.925) 0.4858 

 

Neoplasms benign, malignant and 

unspecified (incl cysts and polyps) 

213 11 (5.2) NR (NE, NE) 98 5 (5.1) NR (NE, NE) 0.770 (0.262, 2.267) 0.6344 

 

Nervous system disorders 213 29 (13.6) NR (27.2, NE) 98 22 (22.4) 7.4 (6.2, NE) 0.400 (0.224, 0.716) 0.0014 

 

Psychiatric disorders 213 17 (8.0) NR (NE, NE) 98 14 (14.3) NR (10.1, NE) 0.395 (0.190, 0.819) 0.0099 

   Insomnia 213 12 (5.6) NR (NE, NE) 98 11 (11.2) NR (11.8, NE) 0.357 (0.153, 0.834) 0.0133 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Renal and urinary disorders 213 19 (8.9) NR (NE, NE) 98 9 (9.2) NR (22.5, NE) 0.750 (0.333, 1.692) 0.4871 

 

Respiratory, thoracic and mediastinal 

disorders 

213 115 (54.0) 4.6 (2.6, 8.0) 98 41 (41.8) 7.6 (2.6, NE) 1.098 (0.764, 1.579) 0.6172 

   Cough 213 51 (23.9) NR (19.7, NE) 98 19 (19.4) NR (7.6, NE) 1.007 (0.591, 1.717) 0.9798 

   Dyspnoea 213 31 (14.6) NR (NE, NE) 98 9 (9.2) NR (13.4, NE) 1.359 (0.645, 2.867) 0.4183 

   Haemoptysis 213 25 (11.7) NR (NE, NE) 98 7 (7.1) NR (NE, NE) 1.298 (0.554, 3.037) 0.5454 

   Pleural effusion 213 10 (4.7) NR (NE, NE) 98 2 (2.0) NR (NE, NE) 2.139 (0.467, 9.789) 0.3157 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Pneumonitis 213 10 (4.7) NR (NE, NE) 98 0 (0.0) NR (NE, NE) 14541729.592 (0.000, 

NE) 

0.1228 

   Productive cough 213 13 (6.1) NR (NE, NE) 98 10 (10.2) NR (NE, NE) 0.514 (0.225, 1.175) 0.1094 

 

Skin and subcutaneous tissue disorders 213 35 (16.4) NR (NE, NE) 98 60 (61.2) 1.0 (0.6, 2.4) 0.106 (0.067, 0.170) <0.0001 

   Alopecia 213 2 (0.9) NR (NE, NE) 98 52 (53.1) 1.6 (0.7, 5.1) 0.011 (0.003, 0.045) <0.0001 

   Pruritus 213 15 (7.0) NR (NE, NE) 98 2 (2.0) NR (NE, NE) 2.107 (0.468, 9.497) 0.3210 

   Rash 213 10 (4.7) NR (NE, NE) 98 4 (4.1) NR (NE, NE) 0.885 (0.271, 2.892) 0.8397 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Vascular disorders 213 11 (5.2) NR (NE, NE) 98 6 (6.1) 22.9 (22.9, NE) 0.506 (0.176, 1.452) 0.1978 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.3.1: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Blood and lymphatic system disorders 213 14 (6.6) NR (NE, NE) 98 45 (45.9) 4.6 (1.6, NE) 0.092 (0.049, 0.173) <0.0001 

   Anaemia 213 10 (4.7) NR (NE, NE) 98 6 (6.1) NR (14.8, NE) 0.683 (0.246, 1.894) 0.4620 

   Febrile neutropenia 213 0 (0.0) NR (NE, NE) 98 16 (16.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Leukopenia 213 1 (0.5) NR (NE, NE) 98 17 (17.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Neutropenia 213 2 (0.9) NR (NE, NE) 98 26 (26.5) NR (7.2, NE) 0.028 (0.007, 0.117) <0.0001 

 

General disorders and administration site 

conditions 

213 9 (4.2) NR (NE, NE) 98 9 (9.2) NR (NE, NE) 0.375 (0.144, 0.973) 0.0366 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.3.1: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Infections and infestations 213 18 (8.5) NR (NE, NE) 98 16 (16.3) NR (10.0, NE) 0.359 (0.178, 0.724) 0.0029 

   Pneumonia 213 14 (6.6) NR (NE, NE) 98 9 (9.2) NR (NE, NE) 0.522 (0.221, 1.234) 0.1316 

   Upper respiratory tract infection 213 2 (0.9) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 0.121 (0.024, 0.606) 0.0023 

 

Investigations 213 13 (6.1) NR (NE, NE) 98 36 (36.7) NR (5.4, NE) 0.114 (0.059, 0.220) <0.0001 

   Neutrophil count decreased 213 2 (0.9) NR (NE, NE) 98 28 (28.6) NR (NE, NE) 0.013 (0.002, 0.095) <0.0001 

   White blood cell count decreased 213 1 (0.5) NR (NE, NE) 98 25 (25.5) NR (NE, NE) 0.015 (0.002, 0.109) <0.0001 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.3.1: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Metabolism and nutrition disorders 213 14 (6.6) NR (35.0, NE) 98 13 (13.3) NR (NE, NE) 0.453 (0.212, 0.966) 0.0356 

   Hyponatraemia 213 3 (1.4) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 0.221 (0.055, 0.883) 0.0192 

 

Respiratory, thoracic and mediastinal 

disorders 

213 22 (10.3) NR (NE, NE) 98 5 (5.1) NR (NE, NE) 1.787 (0.672, 4.750) 0.2387 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.4.1: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Blood and lymphatic system disorders 213 4 (1.9) NR (NE, NE) 98 12 (12.2) NR (NE, NE) 0.134 (0.043, 0.418) <0.0001 

   Febrile neutropenia 213 0 (0.0) NR (NE, NE) 98 7 (7.1) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Neutropenia 213 0 (0.0) NR (NE, NE) 98 5 (5.1) NR (NE, NE) 0.000 (0.000, NE) 0.0006 

 

Infections and infestations 213 15 (7.0) 39.4 (39.4, NE) 98 6 (6.1) NR (NE, NE) 0.694 (0.258, 1.869) 0.4686 

   Pneumonia 213 15 (7.0) 39.4 (39.4, NE) 98 6 (6.1) NR (NE, NE) 0.648 (0.237, 1.770) 0.3942 

 

Respiratory, thoracic and mediastinal 

disorders 

213 29 (13.6) NR (NE, NE) 98 4 (4.1) NR (NE, NE) 2.871 (1.004, 8.207) 0.0395 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.10: 

Treatment-Emergent Adverse Events Leading to Treatment Discontinuation by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

System Organ Class 

    Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

Patients With at Least One Event 23 (10.8) 13 (13.3) 

 

Respiratory, thoracic and mediastinal disorders 10 (4.7) 0 (0.0) 

Pneumonitis 4 (1.9) 0 (0.0) 

Interstitial lung disease 2 (0.9) 0 (0.0) 

Acute respiratory failure 1 (0.5) 0 (0.0) 

Dyspnoea 1 (0.5) 0 (0.0) 

Immune-mediated lung disease 1 (0.5) 0 (0.0) 

Respiratory failure 1 (0.5) 0 (0.0) 

 

Infections and infestations 4 (1.9) 3 (3.1) 

Pneumonia 4 (1.9) 3 (3.1) 

 

General disorders and administration site conditions 2 (0.9) 3 (3.1) 

Death 1 (0.5) 1 (1.0) 

Fatigue 1 (0.5) 0 (0.0) 

Asthenia 0 (0.0) 1 (1.0) 

Pyrexia 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADAE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with multiple events for a given preferred term and system organ class were counted only once for each preferred term and system organ class, respectively. 

MedDRA Version: 24.0. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-ae-pt.sas  26AUG2024 04:43  t-14-03-01-02-10-ae-pt-dis-fa.rtf 

3224



Protocol BGB-A317-303 Page 2 of 3 
 

Table 14.3.1.2.10: 

Treatment-Emergent Adverse Events Leading to Treatment Discontinuation by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

System Organ Class 

    Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

Blood and lymphatic system disorders 1 (0.5) 1 (1.0) 

Anaemia 1 (0.5) 0 (0.0) 

Neutropenia 0 (0.0) 1 (1.0) 

 

Cardiac disorders 1 (0.5) 2 (2.0) 

Pericardial effusion 1 (0.5) 0 (0.0) 

Acute left ventricular failure 0 (0.0) 1 (1.0) 

Arrhythmia supraventricular 0 (0.0) 1 (1.0) 

 

Gastrointestinal disorders 1 (0.5) 1 (1.0) 

Immune-mediated enterocolitis 1 (0.5) 0 (0.0) 

Diarrhoea 0 (0.0) 1 (1.0) 

 

Hepatobiliary disorders 1 (0.5) 0 (0.0) 

Hepatic function abnormal 1 (0.5) 0 (0.0) 

 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (0.5) 0 (0.0) 

Cancer pain 1 (0.5) 0 (0.0) 

 

Nervous system disorders 1 (0.5) 0 (0.0) 

Cerebral artery occlusion 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADAE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with multiple events for a given preferred term and system organ class were counted only once for each preferred term and system organ class, respectively. 

MedDRA Version: 24.0. 
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Table 14.3.1.2.10: 

Treatment-Emergent Adverse Events Leading to Treatment Discontinuation by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

System Organ Class 

    Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

Psychiatric disorders 1 (0.5) 0 (0.0) 

Depression 1 (0.5) 0 (0.0) 

 

Renal and urinary disorders 1 (0.5) 0 (0.0) 

Chronic kidney disease 1 (0.5) 0 (0.0) 

 

Investigations 0 (0.0) 1 (1.0) 

Neutrophil count decreased 0 (0.0) 1 (1.0) 

 

Metabolism and nutrition disorders 0 (0.0) 1 (1.0) 

Hyponatraemia 0 (0.0) 1 (1.0) 

 

Musculoskeletal and connective tissue disorders 0 (0.0) 1 (1.0) 

Spinal pain 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADAE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Patients with multiple events for a given preferred term and system organ class were counted only once for each preferred term and system organ class, respectively. 

MedDRA Version: 24.0. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Blood and lymphatic system disorders
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T islelizumab: n = 213, events = 71, Median: NR, 95% CI: 13.4 - NE

Docetaxel: n = 98, events = 69, Median: 0.7, 95% CI: 0.3 - 1.0

HR (95% CI): 0.236 (0.166, 0.336)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Blood and lymphatic system disorders / PT - Anaemia
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T islelizumab: n = 213, events = 59, Median: NR, 95% CI: 16.6 - NE

Docetaxel: n = 98, events = 46, Median: 4.6, 95% CI: 1.7 - NE

HR (95% CI): 0.384 (0.256, 0.575)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Blood and lymphatic system disorders / PT - Febrile  neutropenia
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 16, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.000 (0.000, NE)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Blood and lymphatic system disorders / PT - Leukopenia
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T islelizumab: n = 213, events = 9, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 30, Median: NR, 95% CI: 7.2 - NE

HR (95% CI): 0.087 (0.038, 0.199)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Blood and lymphatic system disorders / PT - Neutropenia
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T islelizumab: n = 213, events = 5, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 29, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.051 (0.018, 0.145)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Cardiac disorders
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T islelizumab: n = 213, events = 20, Median: NR, 95% CI: 32.7 - NE

Docetaxel: n = 98, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.789 (0.363, 1.713)

Log-rank test p-value: 0.5471

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Endocrine disorders
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T islelizumab: n = 213, events = 33, Median: NR, 95% CI: 24.3 - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): 15147227.314 (0.000, NE)

Log-rank test p-value: 0.0007

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Endocrine disorders / PT - Hypothyroidism
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T islelizumab: n = 213, events = 27, Median: NR, 95% CI: 30.4 - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): 14788720.379 (0.000, NE)

Log-rank test p-value: 0.0031

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Eye disorders
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): 14822676.855 (0.000, NE)

Log-rank test p-value: 0.0456

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Gastrointestinal disorders
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T islelizumab: n = 213, events = 82, Median: 15.1, 95% CI: 7.4 - NE

Docetaxel: n = 98, events = 53, Median: 2.1, 95% CI: 1.0 - 10.6

HR (95% CI): 0.458 (0.320, 0.655)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Gastrointestinal disorders / PT - Constipation
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T islelizumab: n = 213, events = 30, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 13, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.832 (0.429, 1.615)

Log-rank test p-value: 0.5882

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Gastrointestinal disorders / PT - Diarrhoea
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T islelizumab: n = 213, events = 21, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 14, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.479 (0.237, 0.969)

Log-rank test p-value: 0.0366

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Gastrointestinal disorders / PT - Nausea
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T islelizumab: n = 213, events = 24, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 18, Median: NR, 95% CI: 10.6 - NE

HR (95% CI): 0.498 (0.266, 0.933)

Log-rank test p-value: 0.0264

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Gastrointestinal disorders / PT - Vomiting

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

213 124 79 56 48 44 34 28 16 13 9 4 3 2 2 0

98 38 18 9 8 7 5 4 1 1 1 1 0 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 9, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.593 (0.252, 1.393)

Log-rank test p-value: 0.2249

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - General disorders and administration site  conditions

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

213 98 59 39 31 29 21 17 8 7 6 3 2 1 1 0

98 27 9 4 3 3 1 1 0 0 0 0 0 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 102, Median: 6.3, 95% CI: 5.1 - 11.9

Docetaxel: n = 98, events = 52, Median: 3.4, 95% CI: 1.3 - 5.9

HR (95% CI): 0.618 (0.438, 0.873)

Log-rank test p-value: 0.0058

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - General disorders and administration site  conditions / PT - Asthenia
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T islelizumab: n = 213, events = 33, Median: NR, 95% CI: 32.7 - NE

Docetaxel: n = 98, events = 22, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.498 (0.285, 0.868)

Log-rank test p-value: 0.0124

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 2, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.738 (0.370, 8.153)

Log-rank test p-value: 0.4811

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - General disorders and administration site  conditions / PT - Fatigue
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T islelizumab: n = 213, events = 18, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.639 (0.290, 1.410)

Log-rank test p-value: 0.2640

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - General disorders and administration site  conditions / PT - Malaise

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
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T islelizumab: n = 213, events = 16, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.070 (0.417, 2.750)

Log-rank test p-value: 0.8878

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - General disorders and administration site  conditions / PT - Pyrexia
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T islelizumab: n = 213, events = 32, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.243 (0.604, 2.557)

Log-rank test p-value: 0.5561

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Hepatobiliary disorders

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
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T islelizumab: n = 213, events = 11, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.575 (0.202, 1.641)

Log-rank test p-value: 0.2954

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  26AUG2024 00:56  f-14-03-01-02-km-aesocpt-teae-fa.rtf 

3247



Protocol BGB-A317-303 Page 22 of 67 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Infections and infestations
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T islelizumab: n = 213, events = 60, Median: 24.0, 95% CI: 17.8 - NE

Docetaxel: n = 98, events = 30, Median: 10.0, 95% CI: 4.2 - NE

HR (95% CI): 0.589 (0.373, 0.931)

Log-rank test p-value: 0.0217

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Infections and infestations / PT - Pneumonia
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98 37 17 8 7 6 4 3 1 1 1 1 0 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 28, Median: 39.4, 95% CI: 39.4 - NE

Docetaxel: n = 98, events = 12, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.709 (0.350, 1.435)

Log-rank test p-value: 0.3362

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Infections and infestations / PT - Upper respiratory tract infection
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T islelizumab: n = 213, events = 16, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 14, Median: NR, 95% CI: 10.0 - NE

HR (95% CI): 0.363 (0.173, 0.762)

Log-rank test p-value: 0.0053

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations
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T islelizumab: n = 213, events = 127, Median: 2.2, 95% CI: 1.8 - 4.0

Docetaxel: n = 98, events = 63, Median: 1.0, 95% CI: 0.7 - 1.6

HR (95% CI): 0.632 (0.465, 0.859)

Log-rank test p-value: 0.0036

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Alanine aminotransferase increased
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T islelizumab: n = 213, events = 51, Median: NR, 95% CI: 19.8 - NE

Docetaxel: n = 98, events = 18, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.087 (0.631, 1.872)

Log-rank test p-value: 0.7606

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Aspartate  aminotransferase increased
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T islelizumab: n = 213, events = 44, Median: NR, 95% CI: 21.4 - NE

Docetaxel: n = 98, events = 16, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.004 (0.562, 1.794)

Log-rank test p-value: 0.9924

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood alkaline phosphatase increased
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T islelizumab: n = 213, events = 16, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 5, Median: NR, 95% CI: 22.8 - NE

HR (95% CI): 1.253 (0.455, 3.450)

Log-rank test p-value: 0.6602

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood bilirubin increased
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T islelizumab: n = 213, events = 12, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 11, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.411 (0.180, 0.937)

Log-rank test p-value: 0.0293

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  26AUG2024 00:56  f-14-03-01-02-km-aesocpt-teae-fa.rtf 

3255



Protocol BGB-A317-303 Page 30 of 67 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood creatine phosphokinase increased
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T islelizumab: n = 213, events = 20, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 1, Median: NR, 95% CI: NE - NE

HR (95% CI): 7.339 (0.980, 54.935)

Log-rank test p-value: 0.0229

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  26AUG2024 00:56  f-14-03-01-02-km-aesocpt-teae-fa.rtf 

3256



Protocol BGB-A317-303 Page 31 of 67 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood creatinine increased
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 4, Median: NR, 95% CI: 22.1 - NE

HR (95% CI): 1.043 (0.330, 3.292)

Log-rank test p-value: 0.9416

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood lactate  dehydrogenase increased

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

213 121 76 53 47 43 34 28 17 14 10 5 4 3 3 0

98 41 19 9 8 7 5 4 1 1 1 1 0 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 15, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 5, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.211 (0.437, 3.350)

Log-rank test p-value: 0.7136

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood thyroid stimulating hormone increased
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T islelizumab: n = 213, events = 16, Median: NR, 95% CI: 27.6 - NE

Docetaxel: n = 98, events = 2, Median: NR, 95% CI: NE - NE

HR (95% CI): 2.147 (0.481, 9.578)

Log-rank test p-value: 0.3050

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood urea increased
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 2, Median: NR, 95% CI: 10.6 - NE

HR (95% CI): 1.790 (0.385, 8.319)

Log-rank test p-value: 0.4515

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Gamma-glutamyltransferase increased
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.726 (0.286, 1.840)

Log-rank test p-value: 0.4990

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Lymphocyte count decreased
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.761 (0.299, 1.936)

Log-rank test p-value: 0.5726

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Neutrophil count decreased
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T islelizumab: n = 213, events = 5, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 39, Median: NR, 95% CI: 2.5 - NE

HR (95% CI): 0.035 (0.012, 0.098)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Weight decreased
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T islelizumab: n = 213, events = 38, Median: 35.7, 95% CI: 35.7 - NE

Docetaxel: n = 98, events = 8, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.496 (0.687, 3.259)

Log-rank test p-value: 0.3043

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - White  blood cell  count decreased
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T islelizumab: n = 213, events = 8, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 33, Median: NR, 95% CI: 3.9 - NE

HR (95% CI): 0.088 (0.041, 0.192)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  26AUG2024 00:56  f-14-03-01-02-km-aesocpt-teae-fa.rtf 

3265



Protocol BGB-A317-303 Page 40 of 67 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders
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T islelizumab: n = 213, events = 104, Median: 7.3, 95% CI: 4.8 - 13.5

Docetaxel: n = 98, events = 42, Median: 14.9, 95% CI: 2.1 - NE

HR (95% CI): 0.859 (0.596, 1.238)

Log-rank test p-value: 0.4210

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders / PT - Decreased appetite
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T islelizumab: n = 213, events = 40, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 22, Median: NR, 95% CI: 10.8 - NE

HR (95% CI): 0.666 (0.391, 1.133)

Log-rank test p-value: 0.1315

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders / PT - Hyperglycaemia
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T islelizumab: n = 213, events = 22, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 14, Median: NR, 95% CI: 14.9 - NE

HR (95% CI): 0.572 (0.289, 1.133)

Log-rank test p-value: 0.1045

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders / PT - Hypoalbuminaemia
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T islelizumab: n = 213, events = 28, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 14, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.719 (0.373, 1.384)

Log-rank test p-value: 0.3212

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders / PT - Hypocalcaemia
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T islelizumab: n = 213, events = 12, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: 22.9 - NE

HR (95% CI): 0.717 (0.282, 1.828)

Log-rank test p-value: 0.4862

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders / PT - Hypokalaemia
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T islelizumab: n = 213, events = 16, Median: 39.6, 95% CI: 37.1 - NE

Docetaxel: n = 98, events = 3, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.463 (0.410, 5.218)

Log-rank test p-value: 0.5559

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders / PT - Hyponatraemia
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T islelizumab: n = 213, events = 15, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 13, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.312 (0.138, 0.707)

Log-rank test p-value: 0.0033

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Musculoskeletal and connective tissue disorders
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T islelizumab: n = 213, events = 60, Median: NR, 95% CI: 18.1 - NE

Docetaxel: n = 98, events = 28, Median: NR, 95% CI: 4.9 - NE

HR (95% CI): 0.844 (0.536, 1.330)

Log-rank test p-value: 0.4647

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  26AUG2024 00:56  f-14-03-01-02-km-aesocpt-teae-fa.rtf 

3273



Protocol BGB-A317-303 Page 48 of 67 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Musculoskeletal and connective tissue disorders / PT - Arthralgia
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T islelizumab: n = 213, events = 24, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.453 (0.587, 3.598)

Log-rank test p-value: 0.4163

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Musculoskeletal and connective tissue disorders / PT - Back pain
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T islelizumab: n = 213, events = 16, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.960 (0.394, 2.340)

Log-rank test p-value: 0.9286

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Musculoskeletal and connective tissue disorders / PT - Pain in extremity
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.699 (0.254, 1.925)

Log-rank test p-value: 0.4858

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Neoplasms benign, malignant and unspecified (incl cysts and polyps)
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T islelizumab: n = 213, events = 11, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 5, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.770 (0.262, 2.267)

Log-rank test p-value: 0.6344

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Nervous system disorders
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T islelizumab: n = 213, events = 29, Median: NR, 95% CI: 27.2 - NE

Docetaxel: n = 98, events = 22, Median: 7.4, 95% CI: 6.2 - NE

HR (95% CI): 0.400 (0.224, 0.716)

Log-rank test p-value: 0.0014

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Psychiatric disorders
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T islelizumab: n = 213, events = 17, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 14, Median: NR, 95% CI: 10.1 - NE

HR (95% CI): 0.395 (0.190, 0.819)

Log-rank test p-value: 0.0099

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Psychiatric disorders / PT - Insomnia
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T islelizumab: n = 213, events = 12, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 11, Median: NR, 95% CI: 11.8 - NE

HR (95% CI): 0.357 (0.153, 0.834)

Log-rank test p-value: 0.0133

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Renal and urinary disorders
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T islelizumab: n = 213, events = 19, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 9, Median: NR, 95% CI: 22.5 - NE

HR (95% CI): 0.750 (0.333, 1.692)

Log-rank test p-value: 0.4871

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

213 80 52 37 31 26 19 14 7 6 6 3 2 1 1 0

98 24 12 6 6 5 3 2 0 0 0 0 0 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 115, Median: 4.6, 95% CI: 2.6 - 8.0

Docetaxel: n = 98, events = 41, Median: 7.6, 95% CI: 2.6 - NE

HR (95% CI): 1.098 (0.764, 1.579)

Log-rank test p-value: 0.6172

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Cough
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T islelizumab: n = 213, events = 51, Median: NR, 95% CI: 19.7 - NE

Docetaxel: n = 98, events = 19, Median: NR, 95% CI: 7.6 - NE

HR (95% CI): 1.007 (0.591, 1.717)

Log-rank test p-value: 0.9798

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Dyspnoea
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T islelizumab: n = 213, events = 31, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 9, Median: NR, 95% CI: 13.4 - NE

HR (95% CI): 1.359 (0.645, 2.867)

Log-rank test p-value: 0.4183

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Haemoptysis
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T islelizumab: n = 213, events = 25, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.298 (0.554, 3.037)

Log-rank test p-value: 0.5454

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Pleural effusion
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 2, Median: NR, 95% CI: NE - NE

HR (95% CI): 2.139 (0.467, 9.789)

Log-rank test p-value: 0.3157

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Pneumonitis
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): 14541729.592 (0.000, NE)

Log-rank test p-value: 0.1228

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Productive cough
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.514 (0.225, 1.175)

Log-rank test p-value: 0.1094

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Skin and subcutaneous tissue disorders
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T islelizumab: n = 213, events = 35, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 60, Median: 1.0, 95% CI: 0.6 - 2.4

HR (95% CI): 0.106 (0.067, 0.170)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Skin and subcutaneous tissue disorders / PT - Alopecia
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T islelizumab: n = 213, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 52, Median: 1.6, 95% CI: 0.7 - 5.1

HR (95% CI): 0.011 (0.003, 0.045)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Skin and subcutaneous tissue disorders / PT - Pruritus
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T islelizumab: n = 213, events = 15, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 2, Median: NR, 95% CI: NE - NE

HR (95% CI): 2.107 (0.468, 9.497)

Log-rank test p-value: 0.3210

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Skin and subcutaneous tissue disorders / PT - Rash
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 4, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.885 (0.271, 2.892)

Log-rank test p-value: 0.8397

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Vascular disorders
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T islelizumab: n = 213, events = 11, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: 22.9, 95% CI: 22.9 - NE

HR (95% CI): 0.506 (0.176, 1.452)

Log-rank test p-value: 0.1978

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Blood and lymphatic system disorders
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T islelizumab: n = 213, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 45, Median: 4.6, 95% CI: 1.6 - NE

HR (95% CI): 0.092 (0.049, 0.173)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Blood and lymphatic system disorders / PT - Anaemia

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

213 126 83 57 50 46 36 29 18 14 10 5 4 3 3 0

98 40 17 9 8 6 4 3 1 1 1 1 0 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: 14.8 - NE

HR (95% CI): 0.683 (0.246, 1.894)

Log-rank test p-value: 0.4620

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Blood and lymphatic system disorders / PT - Febrile  neutropenia
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 16, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.000 (0.000, NE)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  26AUG2024 00:56  f-14-03-01-03-km-aesocpt-gr3-fa.rtf 

3296



Protocol BGB-A317-303 Page 4 of 15 

Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Blood and lymphatic system disorders / PT - Leukopenia
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T islelizumab: n = 213, events = 1, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 17, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.000 (0.000, NE)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Blood and lymphatic system disorders / PT - Neutropenia
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T islelizumab: n = 213, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 26, Median: NR, 95% CI: 7.2 - NE

HR (95% CI): 0.028 (0.007, 0.117)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - General disorders and administration site  conditions
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T islelizumab: n = 213, events = 9, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 9, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.375 (0.144, 0.973)

Log-rank test p-value: 0.0366

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Infections and infestations
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T islelizumab: n = 213, events = 18, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 16, Median: NR, 95% CI: 10.0 - NE

HR (95% CI): 0.359 (0.178, 0.724)

Log-rank test p-value: 0.0029

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Infections and infestations / PT - Pneumonia
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T islelizumab: n = 213, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 9, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.522 (0.221, 1.234)

Log-rank test p-value: 0.1316

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Infections and infestations / PT - Upper respiratory tract infection
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T islelizumab: n = 213, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.121 (0.024, 0.606)

Log-rank test p-value: 0.0023

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Investigations
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 36, Median: NR, 95% CI: 5.4 - NE

HR (95% CI): 0.114 (0.059, 0.220)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Investigations / PT - Neutrophil count decreased
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T islelizumab: n = 213, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 28, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.013 (0.002, 0.095)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Investigations / PT - White  blood cell  count decreased
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T islelizumab: n = 213, events = 1, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 25, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.015 (0.002, 0.109)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Metabolism and nutrition disorders
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T islelizumab: n = 213, events = 14, Median: NR, 95% CI: 35.0 - NE

Docetaxel: n = 98, events = 13, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.453 (0.212, 0.966)

Log-rank test p-value: 0.0356

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Metabolism and nutrition disorders / PT - Hyponatraemia
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T islelizumab: n = 213, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.221 (0.055, 0.883)

Log-rank test p-value: 0.0192

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Respiratory, thoracic and mediastinal disorders
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T islelizumab: n = 213, events = 22, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 5, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.787 (0.672, 4.750)

Log-rank test p-value: 0.2387

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Blood and lymphatic system disorders
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T islelizumab: n = 213, events = 4, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 12, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.134 (0.043, 0.418)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Blood and lymphatic system disorders / PT - Febrile  neutropenia
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.000 (0.000, NE)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  26AUG2024 00:56  f-14-03-01-04-km-aesocpt-ser-fa.rtf 

3310



Protocol BGB-A317-303 Page 3 of 6 

Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Blood and lymphatic system disorders / PT - Neutropenia
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 5, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.000 (0.000, NE)

Log-rank test p-value: 0.0006

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Infections and infestations
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T islelizumab: n = 213, events = 15, Median: 39.4, 95% CI: 39.4 - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.694 (0.258, 1.869)

Log-rank test p-value: 0.4686

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Infections and infestations / PT - Pneumonia
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T islelizumab: n = 213, events = 15, Median: 39.4, 95% CI: 39.4 - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.648 (0.237, 1.770)

Log-rank test p-value: 0.3942

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Respiratory, thoracic and mediastinal disorders
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T islelizumab: n = 213, events = 29, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 4, Median: NR, 95% CI: NE - NE

HR (95% CI): 2.871 (1.004, 8.207)

Log-rank test p-value: 0.0395

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 46 (32.2) NR (10.0, NE) 62 42 (67.7) 0.7 (0.3, 1.5) 0.269 (0.175, 0.413) <0.0001 

   Age >= 65 Years 70 25 (35.7) NR (5.7, NE) 36 27 (75.0) 0.5 (0.3, 1.4) 0.216 (0.122, 0.382) <0.0001 

   Interaction        0.5852 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 55 (33.1) NR (13.4, NE) 71 49 (69.0) 0.9 (0.3, 1.5) 0.241 (0.161, 0.361) <0.0001 

   Female 47 16 (34.0) NR (3.4, NE) 27 20 (74.1) 0.7 (0.3, 1.4) 0.260 (0.133, 0.506) <0.0001 

   Interaction        0.8363 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 57 (34.1) NR (10.0, NE) 84 59 (70.2) 0.7 (0.3, 1.1) 0.260 (0.178, 0.379) <0.0001 

   White 38 11 (28.9) NR (9.2, NE) 12 8 (66.7) 0.4 (0.3, NE) 0.187 (0.071, 0.496) 0.0003 

   Other 8 3 (37.5) NR (0.7, NE) 2 2 (100.0) 7.5 (0.3, NE) 0.314 (0.051, 1.932) 0.1879 

   Interaction        0.8890 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 57 (34.1) NR (10.0, NE) 84 59 (70.2) 0.7 (0.3, 1.1) 0.260 (0.178, 0.379) <0.0001 

   Europe 32 11 (34.4) 14.5 (3.4, NE) 12 8 (66.7) 0.4 (0.3, NE) 0.230 (0.087, 0.607) 0.0019 

   Other 14 3 (21.4) NR (6.2, NE) 2 2 (100.0) 7.5 (0.3, NE) 0.174 (0.028, 1.076) 0.0344 

   Interaction        0.8993 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 13 (26.0) NR (13.4, NE) 16 12 (75.0) 0.6 (0.3, 14.8) 0.205 (0.093, 0.455) <0.0001 

   1 163 58 (35.6) NR (9.2, NE) 82 57 (69.5) 0.7 (0.3, 1.1) 0.268 (0.183, 0.392) <0.0001 

   Interaction        0.4634 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 48 (31.4) NR (13.4, NE) 61 44 (72.1) 0.5 (0.3, 1.0) 0.199 (0.129, 0.307) <0.0001 

   Never 60 23 (38.3) 14.5 (3.4, NE) 37 25 (67.6) 1.0 (0.4, 4.1) 0.382 (0.216, 0.676) 0.0007 

   Interaction        0.0953 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 37 (29.6) NR (16.6, NE) 59 42 (71.2) 0.9 (0.4, 1.2) 0.225 (0.143, 0.354) <0.0001 

   Squamous 88 34 (38.6) 14.5 (5.6, NE) 39 27 (69.2) 0.4 (0.3, 1.7) 0.268 (0.157, 0.457) <0.0001 

   Interaction        0.5918 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 42 (29.4) NR (16.6, NE) 71 50 (70.4) 0.9 (0.4, 1.1) 0.223 (0.146, 0.340) <0.0001 

   Unknown 70 29 (41.4) 10.0 (3.9, NE) 27 19 (70.4) 0.3 (0.3, 1.7) 0.272 (0.147, 0.502) <0.0001 

   Interaction        0.5366 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 31 (28.7) NR (16.6, NE) 46 35 (76.1) 0.6 (0.3, 1.0) 0.173 (0.104, 0.288) <0.0001 

   Unknown 105 40 (38.1) 13.4 (5.7, NE) 52 34 (65.4) 1.0 (0.3, 2.2) 0.344 (0.216, 0.547) <0.0001 

   Interaction        0.0511 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 60 (33.5) NR (10.0, NE) 84 58 (69.0) 0.9 (0.5, 1.5) 0.276 (0.190, 0.399) <0.0001 

   Third 34 11 (32.4) NR (3.9, NE) 14 11 (78.6) 0.3 (0.2, 1.4) 0.098 (0.037, 0.262) <0.0001 

   Interaction        0.0391 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 11 (33.3) NR (4.1, NE) 8 6 (75.0) 0.7 (0.2, NE) 0.211 (0.076, 0.587) 0.0012 

   Metastatic 180 60 (33.3) NR (13.4, NE) 90 63 (70.0) 0.7 (0.3, 1.2) 0.254 (0.176, 0.366) <0.0001 

   Interaction        0.6184 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (2.7, NE) 8 5 (62.5) 1.4 (0.1, NE) 0.185 (0.042, 0.807) 0.0153 

   No 200 68 (34.0) NR (13.4, NE) 90 64 (71.1) 0.7 (0.3, 1.0) 0.252 (0.177, 0.358) <0.0001 

   Interaction        0.7491 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 7 (26.9) 10.0 (2.2, NE) 15 9 (60.0) 1.0 (0.3, NE) 0.235 (0.083, 0.664) 0.0031 

   No 187 64 (34.2) NR (13.4, NE) 83 60 (72.3) 0.5 (0.3, 1.0) 0.245 (0.170, 0.353) <0.0001 

   Interaction        0.7431 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 38 (26.6) NR (15.1, NE) 62 26 (41.9) 22.1 (2.0, NE) 0.488 (0.295, 0.807) 0.0043 

   Age >= 65 Years 70 21 (30.0) NR (13.4, NE) 36 20 (55.6) 2.7 (0.9, 6.4) 0.313 (0.165, 0.593) 0.0002 

   Interaction        0.2434 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 46 (27.7) NR (16.6, NE) 71 35 (49.3) 4.1 (1.4, NE) 0.360 (0.229, 0.567) <0.0001 

   Female 47 13 (27.7) NR (15.1, NE) 27 11 (40.7) 14.8 (1.4, NE) 0.564 (0.252, 1.262) 0.1593 

   Interaction        0.3572 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 48 (28.7) NR (14.5, NE) 84 41 (48.8) 4.6 (1.4, NE) 0.400 (0.262, 0.612) <0.0001 

   White 38 9 (23.7) NR (9.2, NE) 12 3 (25.0) NR (0.9, NE) 0.790 (0.211, 2.958) 0.7259 

   Other 8 2 (25.0) NR (0.7, NE) 2 2 (100.0) 8.0 (1.2, NE) 0.225 (0.031, 1.626) 0.1065 

   Interaction        0.4724 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 48 (28.7) NR (14.5, NE) 84 41 (48.8) 4.6 (1.4, NE) 0.400 (0.262, 0.612) <0.0001 

   Europe 32 9 (28.1) NR (9.2, NE) 12 3 (25.0) NR (0.9, NE) 0.989 (0.264, 3.703) 0.9874 

   Other 14 2 (14.3) NR (NE, NE) 2 2 (100.0) 8.0 (1.2, NE) 0.130 (0.018, 0.943) 0.0176 

   Interaction        0.1836 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 10 (20.0) NR (15.1, NE) 16 8 (50.0) 4.9 (0.9, NE) 0.298 (0.117, 0.761) 0.0071 

   1 163 49 (30.1) NR (14.5, NE) 82 38 (46.3) 4.6 (1.7, NE) 0.461 (0.300, 0.709) 0.0003 

   Interaction        0.3639 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 40 (26.1) NR (16.6, NE) 61 28 (45.9) 4.6 (1.4, NE) 0.370 (0.225, 0.608) <0.0001 

   Never 60 19 (31.7) NR (4.5, NE) 37 18 (48.6) 4.2 (1.2, NE) 0.527 (0.276, 1.006) 0.0481 

   Interaction        0.5120 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 28 (22.4) NR (NE, NE) 59 27 (45.8) 6.4 (1.4, NE) 0.357 (0.209, 0.609) <0.0001 

   Squamous 88 31 (35.2) 14.5 (5.7, NE) 39 19 (48.7) 2.7 (1.2, NE) 0.436 (0.238, 0.799) 0.0058 

   Interaction        0.5035 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 33 (23.1) NR (NE, NE) 71 31 (43.7) 6.4 (1.4, NE) 0.379 (0.230, 0.623) <0.0001 

   Unknown 70 26 (37.1) 14.5 (5.6, NE) 27 15 (55.6) 2.7 (0.5, NE) 0.375 (0.191, 0.736) 0.0031 

   Interaction        0.8551 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 25 (23.1) NR (NE, NE) 46 21 (45.7) 4.9 (1.2, NE) 0.323 (0.178, 0.587) 0.0001 

   Unknown 105 34 (32.4) NR (9.2, NE) 52 25 (48.1) 4.6 (2.0, NE) 0.527 (0.313, 0.886) 0.0140 

   Interaction        0.1579 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 50 (27.9) NR (16.6, NE) 84 38 (45.2) 4.9 (2.0, NE) 0.456 (0.297, 0.699) 0.0002 

   Third 34 9 (26.5) NR (4.5, NE) 14 8 (57.1) 1.4 (0.3, NE) 0.198 (0.069, 0.563) 0.0008 

   Interaction        0.1321 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 11 (33.3) NR (4.1, NE) 8 3 (37.5) NR (0.2, NE) 0.687 (0.191, 2.473) 0.5603 

   Metastatic 180 48 (26.7) NR (16.6, NE) 90 43 (47.8) 4.6 (1.7, 14.8) 0.383 (0.252, 0.583) <0.0001 

   Interaction        0.4302 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (2.7, NE) 8 4 (50.0) 4.1 (0.1, NE) 0.236 (0.050, 1.112) 0.0552 

   No 200 56 (28.0) NR (16.6, NE) 90 42 (46.7) 4.9 (1.7, NE) 0.426 (0.283, 0.639) <0.0001 

   Interaction        0.5979 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 6 (23.1) NR (10.0, NE) 15 5 (33.3) NR (0.9, NE) 0.482 (0.139, 1.670) 0.2433 

   No 187 53 (28.3) NR (16.6, NE) 83 41 (49.4) 4.6 (1.4, 14.8) 0.399 (0.264, 0.604) <0.0001 

   Interaction        0.6212 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 0 (0.0) NR (NE, NE) 62 11 (17.7) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Age >= 65 Years 70 0 (0.0) NR (NE, NE) 36 5 (13.9) NR (4.5, NE) 0.000 (0.000, NE) 0.0002 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 0 (0.0) NR (NE, NE) 71 13 (18.3) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 0.000 (0.000, NE) 0.0205 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) NR (NE, NE) 84 15 (17.9) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.0752 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) NR (NE, NE) 84 15 (17.9) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.1025 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   1 163 0 (0.0) NR (NE, NE) 82 16 (19.5) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9977 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) NR (NE, NE) 61 11 (18.0) NR (4.5, NE) 0.000 (0.000, NE) <0.0001 

   Never 60 0 (0.0) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.000 (0.000, NE) 0.0032 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 8 (13.6) -- -- -- 

   Squamous 88 0 (0.0) -- 39 8 (20.5) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 71 10 (14.1) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 70 0 (0.0) NR (NE, NE) 27 6 (22.2) NR (2.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 8 (17.4) -- -- -- 

   Unknown 105 0 (0.0) -- 52 8 (15.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 4 (28.6) NR (0.3, NE) 0.000 (0.000, NE) 0.0010 

   Interaction        0.9997 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0423 

   Metastatic 180 0 (0.0) NR (NE, NE) 90 15 (16.7) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0516 

   No 200 0 (0.0) NR (NE, NE) 90 14 (15.6) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 2 (13.3) NR (2.3, NE) 0.000 (0.000, NE) 0.0809 

   No 187 0 (0.0) NR (NE, NE) 83 14 (16.9) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 6 (4.2) NR (NE, NE) 62 20 (32.3) NR (7.2, NE) 0.098 (0.039, 0.246) <0.0001 

   Age >= 65 Years 70 3 (4.3) NR (NE, NE) 36 10 (27.8) NR (2.6, NE) 0.106 (0.028, 0.403) <0.0001 

   Interaction        0.9934 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3354



Protocol BGB-A317-303 Page 41 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 5 (3.0) NR (NE, NE) 71 24 (33.8) 7.2 (2.6, NE) 0.050 (0.018, 0.140) <0.0001 

   Female 47 4 (8.5) NR (NE, NE) 27 6 (22.2) NR (NE, NE) 0.324 (0.091, 1.152) 0.0700 

   Interaction        0.0358 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 7 (4.2) NR (NE, NE) 84 27 (32.1) NR (7.2, NE) 0.087 (0.037, 0.206) <0.0001 

   White 38 2 (5.3) NR (NE, NE) 12 3 (25.0) NR (0.3, NE) 0.149 (0.024, 0.927) 0.0226 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.8628 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 7 (4.2) NR (NE, NE) 84 27 (32.1) NR (7.2, NE) 0.087 (0.037, 0.206) <0.0001 

   Europe 32 2 (6.3) NR (14.5, NE) 12 3 (25.0) NR (0.3, NE) 0.179 (0.029, 1.110) 0.0441 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.7667 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 16 4 (25.0) NR (1.0, NE) 0.138 (0.025, 0.754) 0.0078 

   1 163 7 (4.3) NR (NE, NE) 82 26 (31.7) NR (7.2, NE) 0.091 (0.038, 0.215) <0.0001 

   Interaction        0.7943 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 4 (2.6) NR (NE, NE) 61 23 (37.7) 7.2 (2.3, NE) 0.037 (0.011, 0.124) <0.0001 

   Never 60 5 (8.3) NR (17.6, NE) 37 7 (18.9) NR (NE, NE) 0.366 (0.116, 1.156) 0.0787 

   Interaction        0.0065 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 4 (3.2) NR (NE, NE) 59 16 (27.1) NR (7.2, NE) 0.094 (0.031, 0.282) <0.0001 

   Squamous 88 5 (5.7) NR (NE, NE) 39 14 (35.9) NR (1.5, NE) 0.074 (0.021, 0.258) <0.0001 

   Interaction        0.9591 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 4 (2.8) NR (NE, NE) 71 19 (26.8) NR (7.2, NE) 0.081 (0.027, 0.241) <0.0001 

   Unknown 70 5 (7.1) NR (17.6, NE) 27 11 (40.7) NR (0.3, NE) 0.077 (0.021, 0.278) <0.0001 

   Interaction        0.7031 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 4 (3.7) NR (NE, NE) 46 14 (30.4) NR (2.3, NE) 0.085 (0.027, 0.270) <0.0001 

   Unknown 105 5 (4.8) NR (NE, NE) 52 16 (30.8) NR (7.2, NE) 0.115 (0.042, 0.316) <0.0001 

   Interaction        0.6587 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3362



Protocol BGB-A317-303 Page 49 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 9 (5.0) NR (NE, NE) 84 27 (32.1) NR (7.2, NE) 0.112 (0.052, 0.241) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 3 (21.4) NR (0.3, NE) 0.000 (0.000, NE) 0.0053 

   Interaction        0.9860 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 3 (37.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0002 

   Metastatic 180 9 (5.0) NR (NE, NE) 90 27 (30.0) NR (7.2, NE) 0.114 (0.052, 0.247) <0.0001 

   Interaction        0.9856 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.3, NE) 0.000 (0.000, NE) 0.2024 

   No 200 9 (4.5) NR (NE, NE) 90 29 (32.2) NR (7.2, NE) 0.094 (0.044, 0.204) <0.0001 

   Interaction        0.9889 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (10.0, NE) 15 2 (13.3) NR (1.7, NE) 0.258 (0.023, 2.854) 0.2341 

   No 187 7 (3.7) NR (NE, NE) 83 28 (33.7) NR (7.2, NE) 0.080 (0.034, 0.185) <0.0001 

   Interaction        0.0853 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 3 (2.1) NR (NE, NE) 62 17 (27.4) NR (NE, NE) 0.053 (0.015, 0.187) <0.0001 

   Age >= 65 Years 70 2 (2.9) NR (NE, NE) 36 12 (33.3) NR (2.0, NE) 0.063 (0.014, 0.283) <0.0001 

   Interaction        0.9558 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 2 (1.2) NR (NE, NE) 71 23 (32.4) NR (2.7, NE) 0.024 (0.006, 0.106) <0.0001 

   Female 47 3 (6.4) NR (NE, NE) 27 6 (22.2) NR (NE, NE) 0.247 (0.062, 0.992) 0.0330 

   Interaction        0.0362 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 3 (1.8) NR (NE, NE) 84 22 (26.2) NR (NE, NE) 0.046 (0.013, 0.162) <0.0001 

   White 38 2 (5.3) NR (NE, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.072 (0.014, 0.362) <0.0001 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.9467 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 3 (1.8) NR (NE, NE) 84 22 (26.2) NR (NE, NE) 0.046 (0.013, 0.162) <0.0001 

   Europe 32 2 (6.3) NR (NE, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.087 (0.017, 0.436) 0.0002 

   Other 14 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0082 

   Interaction        0.8733 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (NE, NE) 16 5 (31.3) NR (0.4, NE) 0.058 (0.007, 0.494) 0.0003 

   1 163 4 (2.5) NR (NE, NE) 82 24 (29.3) NR (NE, NE) 0.056 (0.019, 0.167) <0.0001 

   Interaction        0.8530 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3371



Protocol BGB-A317-303 Page 58 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) NR (NE, NE) 61 23 (37.7) NR (2.0, NE) 0.013 (0.002, 0.093) <0.0001 

   Never 60 3 (5.0) NR (NE, NE) 37 6 (16.2) NR (NE, NE) 0.279 (0.070, 1.117) 0.0545 

   Interaction        0.0188 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 3 (2.4) NR (NE, NE) 59 15 (25.4) NR (NE, NE) 0.079 (0.023, 0.274) <0.0001 

   Squamous 88 2 (2.3) NR (NE, NE) 39 14 (35.9) NR (1.8, NE) 0.023 (0.003, 0.173) <0.0001 

   Interaction        0.5916 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 3 (2.1) NR (NE, NE) 71 21 (29.6) NR (NE, NE) 0.057 (0.017, 0.191) <0.0001 

   Unknown 70 2 (2.9) NR (20.6, NE) 27 8 (29.6) NR (2.7, NE) 0.035 (0.004, 0.283) <0.0001 

   Interaction        0.8123 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 3 (2.8) NR (NE, NE) 46 13 (28.3) NR (NE, NE) 0.075 (0.021, 0.267) <0.0001 

   Unknown 105 2 (1.9) NR (NE, NE) 52 16 (30.8) NR (2.7, NE) 0.047 (0.011, 0.205) <0.0001 

   Interaction        0.7063 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 5 (2.8) NR (NE, NE) 84 25 (29.8) NR (NE, NE) 0.069 (0.026, 0.182) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 4 (28.6) NR (0.3, NE) 0.000 (0.000, NE) 0.0013 

   Interaction        0.9880 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 3 (37.5) NR (0.4, NE) 0.000 (0.000, NE) 0.0002 

   Metastatic 180 5 (2.8) NR (NE, NE) 90 26 (28.9) NR (NE, NE) 0.070 (0.026, 0.184) <0.0001 

   Interaction        0.9880 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0644 

   No 200 5 (2.5) NR (NE, NE) 90 27 (30.0) NR (NE, NE) 0.058 (0.022, 0.155) <0.0001 

   Interaction        0.9893 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (20.6, NE) 15 3 (20.0) NR (0.4, NE) 0.000 (0.000, NE) 0.0181 

   No 187 4 (2.1) NR (NE, NE) 83 26 (31.3) NR (NE, NE) 0.052 (0.018, 0.149) <0.0001 

   Interaction        0.3569 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 22 (15.4) NR (24.3, NE) 62 0 (0.0) NR (NE, NE) 14859727.733 (0.000, 

NE) 

0.0054 

   Age >= 65 Years 70 11 (15.7) NR (19.3, NE) 36 0 (0.0) NR (NE, NE) 14649579.459 (0.000, 

NE) 

0.0556 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 24 (14.5) NR (24.3, NE) 71 0 (0.0) NR (NE, NE) 13859286.347 (0.000, 

NE) 

0.0082 

   Female 47 9 (19.1) NR (19.3, NE) 27 0 (0.0) NR (NE, NE) 17850944.250 (0.000, 

NE) 

0.0307 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 25 (15.0) NR (NE, NE) 84 0 (0.0) NR (NE, NE) 15338878.349 (0.000, 

NE) 

0.0021 

   White 38 7 (18.4) 19.3 (19.3, NE) 12 0 (0.0) NR (NE, NE) 13942025.316 (0.000, 

NE) 

0.1358 

   Other 8 1 (12.5) NR (6.2, NE) 2 0 (0.0) NR (NE, NE) 34623110.067 (0.000, 

NE) 

0.6171 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 25 (15.0) NR (NE, NE) 84 0 (0.0) NR (NE, NE) 15338878.349 (0.000, 

NE) 

0.0021 

   Europe 32 4 (12.5) NR (19.3, NE) 12 0 (0.0) NR (NE, NE) 14722911.820 (0.000, 

NE) 

0.2304 

   Other 14 4 (28.6) NR (4.2, NE) 2 0 (0.0) NR (NE, NE) 11311215.836 (0.000, 

NE) 

0.4258 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 9 (18.0) 24.3 (14.5, NE) 16 0 (0.0) NR (NE, NE) 12878052.621 (0.000, 

NE) 

0.1562 

   1 163 24 (14.7) NR (NE, NE) 82 0 (0.0) NR (NE, NE) 15754643.802 (0.000, 

NE) 

0.0017 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 19 (12.4) NR (NE, NE) 61 0 (0.0) NR (NE, NE) 13122576.935 (0.000, 

NE) 

0.0285 

   Never 60 14 (23.3) 24.3 (19.3, NE) 37 0 (0.0) NR (NE, NE) 18833720.570 (0.000, 

NE) 

0.0066 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 19 (15.2) NR (24.3, NE) 59 0 (0.0) NR (NE, NE) 15595322.352 (0.000, 

NE) 

0.0057 

   Squamous 88 14 (15.9) NR (NE, NE) 39 0 (0.0) NR (NE, NE) 13914512.336 (0.000, 

NE) 

0.0502 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 23 (16.1) NR (24.3, NE) 71 0 (0.0) NR (NE, NE) 15707210.930 (0.000, 

NE) 

0.0023 

   Unknown 70 10 (14.3) NR (NE, NE) 27 0 (0.0) NR (NE, NE) 13129829.168 (0.000, 

NE) 

0.1117 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 21 (19.4) NR (19.3, NE) 46 0 (0.0) NR (NE, NE) 13821708.801 (0.000, 

NE) 

0.0206 

   Unknown 105 12 (11.4) NR (NE, NE) 52 0 (0.0) NR (NE, NE) 16813440.063 (0.000, 

NE) 

0.0172 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 30 (16.8) NR (24.3, NE) 84 0 (0.0) NR (NE, NE) 15203526.074 (0.000, 

NE) 

0.0008 

   Third 34 3 (8.8) NR (NE, NE) 14 0 (0.0) NR (NE, NE) 13148683.607 (0.000, 

NE) 

0.4324 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 5 (15.2) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12213370.857 (0.000, 

NE) 

0.3003 

   Metastatic 180 28 (15.6) NR (24.3, NE) 90 0 (0.0) NR (NE, NE) 15343194.714 (0.000, 

NE) 

0.0011 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) 14.5 (2.1, NE) 8 0 (0.0) NR (NE, NE) 60712213.870 (0.000, 

NE) 

0.1475 

   No 200 30 (15.0) NR (NE, NE) 90 0 (0.0) NR (NE, NE) 14717537.154 (0.000, 

NE) 

0.0012 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (NE, NE) 15 0 (0.0) NR (NE, NE) 67479008.916 (0.000, 

NE) 

0.1995 

   No 187 31 (16.6) NR (24.3, NE) 83 0 (0.0) NR (NE, NE) 14347911.000 (0.000, 

NE) 

0.0013 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 17 (11.9) NR (24.3, NE) 62 0 (0.0) NR (NE, NE) 14724864.247 (0.000, 

NE) 

0.0195 

   Age >= 65 Years 70 10 (14.3) NR (19.3, NE) 36 0 (0.0) NR (NE, NE) 14142696.641 (0.000, 

NE) 

0.0828 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 19 (11.4) NR (30.4, NE) 71 0 (0.0) NR (NE, NE) 13546779.052 (0.000, 

NE) 

0.0222 

   Female 47 8 (17.0) NR (19.3, NE) 27 0 (0.0) NR (NE, NE) 17138841.481 (0.000, 

NE) 

0.0490 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 20 (12.0) NR (30.4, NE) 84 0 (0.0) NR (NE, NE) 14888141.121 (0.000, 

NE) 

0.0080 

   White 38 6 (15.8) NR (19.3, NE) 12 0 (0.0) NR (NE, NE) 14014281.653 (0.000, 

NE) 

0.1649 

   Other 8 1 (12.5) NR (6.2, NE) 2 0 (0.0) NR (NE, NE) 34623110.067 (0.000, 

NE) 

0.6171 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 20 (12.0) NR (30.4, NE) 84 0 (0.0) NR (NE, NE) 14888141.121 (0.000, 

NE) 

0.0080 

   Europe 32 4 (12.5) NR (19.3, NE) 12 0 (0.0) NR (NE, NE) 14722911.820 (0.000, 

NE) 

0.2304 

   Other 14 3 (21.4) NR (6.2, NE) 2 0 (0.0) NR (NE, NE) 11355814.646 (0.000, 

NE) 

0.4860 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 6 (12.0) 30.4 (24.3, NE) 16 0 (0.0) NR (NE, NE) 12475954.807 (0.000, 

NE) 

0.3407 

   1 163 21 (12.9) NR (NE, NE) 82 0 (0.0) NR (NE, NE) 15310797.879 (0.000, 

NE) 

0.0043 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 15 (9.8) NR (30.4, NE) 61 0 (0.0) NR (NE, NE) 12966683.241 (0.000, 

NE) 

0.0525 

   Never 60 12 (20.0) 24.3 (19.3, NE) 37 0 (0.0) NR (NE, NE) 18242188.032 (0.000, 

NE) 

0.0148 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 15 (12.0) NR (24.3, NE) 59 0 (0.0) NR (NE, NE) 15234504.106 (0.000, 

NE) 

0.0177 

   Squamous 88 12 (13.6) NR (NE, NE) 39 0 (0.0) NR (NE, NE) 13303583.029 (0.000, 

NE) 

0.0855 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 19 (13.3) NR (24.3, NE) 71 0 (0.0) NR (NE, NE) 15319313.091 (0.000, 

NE) 

0.0073 

   Unknown 70 8 (11.4) NR (NE, NE) 27 0 (0.0) NR (NE, NE) 12744005.930 (0.000, 

NE) 

0.1720 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 16 (14.8) NR (24.3, NE) 46 0 (0.0) NR (NE, NE) 13319007.820 (0.000, 

NE) 

0.0671 

   Unknown 105 11 (10.5) NR (NE, NE) 52 0 (0.0) NR (NE, NE) 16617980.151 (0.000, 

NE) 

0.0241 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 25 (14.0) NR (24.3, NE) 84 0 (0.0) NR (NE, NE) 14879333.038 (0.000, 

NE) 

0.0028 

   Third 34 2 (5.9) NR (NE, NE) 14 0 (0.0) NR (NE, NE) 11020346.087 (0.000, 

NE) 

0.6105 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 11775086.715 (0.000, 

NE) 

0.4540 

   Metastatic 180 24 (13.3) NR (24.3, NE) 90 0 (0.0) NR (NE, NE) 15003310.345 (0.000, 

NE) 

0.0032 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) 30.4 (2.1, NE) 8 0 (0.0) NR (NE, NE) 50772886.069 (0.000, 

NE) 

0.2881 

   No 200 24 (12.0) NR (NE, NE) 90 0 (0.0) NR (NE, NE) 14325099.631 (0.000, 

NE) 

0.0051 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (NE, NE) 15 0 (0.0) NR (NE, NE) 67479008.916 (0.000, 

NE) 

0.1995 

   No 187 25 (13.4) NR (30.4, NE) 83 0 (0.0) NR (NE, NE) 13905254.359 (0.000, 

NE) 

0.0057 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 7 (4.9) -- 62 0 (0.0) -- -- -- 

   Age >= 65 Years 70 6 (8.6) -- 36 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 10 (6.0) NR (NE, NE) 71 0 (0.0) NR (NE, NE) 14025126.031 (0.000, 

NE) 

0.0843 

   Female 47 3 (6.4) NR (18.0, NE) 27 0 (0.0) NR (NE, NE) 15904156.498 (0.000, 

NE) 

0.2754 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 8 (4.8) -- 84 0 (0.0) -- -- -- 

   White 38 4 (10.5) -- 12 0 (0.0) -- -- -- 

   Other 8 1 (12.5) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 8 (4.8) -- 84 0 (0.0) -- -- -- 

   Europe 32 3 (9.4) -- 12 0 (0.0) -- -- -- 

   Other 14 2 (14.3) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 12492024.555 (0.000, 

NE) 

0.4017 

   1 163 10 (6.1) NR (NE, NE) 82 0 (0.0) NR (NE, NE) 14963537.073 (0.000, 

NE) 

0.0671 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 9 (5.9) -- 61 0 (0.0) -- -- -- 

   Never 60 4 (6.7) -- 37 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 7 (5.6) -- 59 0 (0.0) -- -- -- 

   Squamous 88 6 (6.8) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 9 (6.3) -- 71 0 (0.0) -- -- -- 

   Unknown 70 4 (5.7) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 7 (6.5) -- 46 0 (0.0) -- -- -- 

   Unknown 105 6 (5.7) -- 52 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3414



Protocol BGB-A317-303 Page 101 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 10 (5.6) NR (NE, NE) 84 0 (0.0) NR (NE, NE) 14668125.886 (0.000, 

NE) 

0.0659 

   Third 34 3 (8.8) NR (13.7, NE) 14 0 (0.0) NR (NE, NE) 13282247.646 (0.000, 

NE) 

0.4042 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 2 (6.1) NR (13.7, NE) 8 0 (0.0) NR (NE, NE) 12046054.074 (0.000, 

NE) 

0.5239 

   Metastatic 180 11 (6.1) NR (NE, NE) 90 0 (0.0) NR (NE, NE) 15217298.523 (0.000, 

NE) 

0.0468 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   No 200 13 (6.5) NR (NE, NE) 90 0 (0.0) NR (NE, NE) 14360500.331 (0.000, 

NE) 

0.0441 

   Interaction        0.9984 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   No 187 13 (7.0) NR (NE, NE) 83 0 (0.0) NR (NE, NE) 14087717.542 (0.000, 

NE) 

0.0455 

   Interaction        0.9981 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 57 (39.9) 14.5 (6.0, NE) 62 34 (54.8) 1.8 (0.9, 10.6) 0.538 (0.351, 0.825) 0.0039 

   Age >= 65 Years 70 25 (35.7) 17.6 (7.4, NE) 36 19 (52.8) 2.3 (0.6, NE) 0.307 (0.158, 0.594) 0.0002 

   Interaction        0.4051 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 65 (39.2) 14.5 (6.5, 20.4) 71 35 (49.3) 2.3 (1.0, NE) 0.535 (0.352, 0.812) 0.0029 

   Female 47 17 (36.2) NR (5.3, NE) 27 18 (66.7) 1.5 (0.4, 3.7) 0.364 (0.185, 0.714) 0.0022 

   Interaction        0.2183 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 60 (35.9) 17.6 (7.4, NE) 84 44 (52.4) 1.8 (0.9, NE) 0.450 (0.303, 0.670) <0.0001 

   White 38 16 (42.1) 15.1 (1.9, NE) 12 7 (58.3) 2.1 (0.2, NE) 0.583 (0.237, 1.433) 0.2318 

   Other 8 6 (75.0) 5.0 (0.1, NE) 2 2 (100.0) 2.0 (0.2, NE) 0.340 (0.056, 2.080) 0.2217 

   Interaction        0.8706 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 60 (35.9) 17.6 (7.4, NE) 84 44 (52.4) 1.8 (0.9, NE) 0.450 (0.303, 0.670) <0.0001 

   Europe 32 10 (31.3) NR (3.4, NE) 12 7 (58.3) 2.1 (0.2, NE) 0.406 (0.151, 1.095) 0.0644 

   Other 14 12 (85.7) 2.4 (0.6, 5.0) 2 2 (100.0) 2.0 (0.2, NE) 0.693 (0.147, 3.279) 0.6341 

   Interaction        0.8852 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 16 (32.0) 18.8 (7.5, NE) 16 10 (62.5) 0.6 (0.1, NE) 0.223 (0.094, 0.528) 0.0002 

   1 163 66 (40.5) 14.4 (6.3, NE) 82 43 (52.4) 2.1 (1.3, NE) 0.545 (0.369, 0.804) 0.0019 

   Interaction        0.0537 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 63 (41.2) 14.5 (6.5, 19.0) 61 32 (52.5) 2.1 (0.9, NE) 0.507 (0.328, 0.785) 0.0020 

   Never 60 19 (31.7) NR (5.3, NE) 37 21 (56.8) 1.8 (0.6, 10.6) 0.393 (0.210, 0.735) 0.0024 

   Interaction        0.3608 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 45 (36.0) 15.1 (6.5, NE) 59 32 (54.2) 2.1 (1.3, NE) 0.484 (0.306, 0.764) 0.0015 

   Squamous 88 37 (42.0) 14.5 (6.3, 20.4) 39 21 (53.8) 2.1 (0.4, NE) 0.431 (0.245, 0.757) 0.0027 

   Interaction        0.8416 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 51 (35.7) 18.8 (7.5, NE) 71 41 (57.7) 1.8 (0.8, 10.6) 0.401 (0.264, 0.610) <0.0001 

   Unknown 70 31 (44.3) 7.7 (2.6, NE) 27 12 (44.4) 4.5 (0.7, NE) 0.684 (0.345, 1.356) 0.2716 

   Interaction        0.1550 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3426



Protocol BGB-A317-303 Page 113 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 37 (34.3) NR (7.4, NE) 46 28 (60.9) 1.0 (0.4, NE) 0.314 (0.187, 0.526) <0.0001 

   Unknown 105 45 (42.9) 9.1 (4.6, 18.8) 52 25 (48.1) 4.5 (1.3, NE) 0.710 (0.434, 1.160) 0.1690 

   Interaction        0.0074 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 70 (39.1) 15.1 (7.2, NE) 84 48 (57.1) 1.8 (0.9, 4.5) 0.468 (0.322, 0.679) <0.0001 

   Third 34 12 (35.3) 14.4 (4.9, 20.4) 14 5 (35.7) NR (0.3, NE) 0.498 (0.166, 1.496) 0.2089 

   Interaction        0.5207 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 11 (33.3) 17.6 (7.4, NE) 8 6 (75.0) 1.5 (0.0, NE) 0.234 (0.081, 0.676) 0.0035 

   Metastatic 180 71 (39.4) 14.4 (6.5, NE) 90 47 (52.2) 2.1 (1.0, NE) 0.518 (0.356, 0.754) 0.0005 

   Interaction        0.3014 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (0.7, NE) 8 3 (37.5) NR (0.6, NE) 0.393 (0.066, 2.353) 0.2889 

   No 200 80 (40.0) 14.5 (7.2, 20.4) 90 50 (55.6) 1.8 (1.0, 10.6) 0.458 (0.319, 0.657) <0.0001 

   Interaction        0.8459 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 11 (42.3) 4.9 (0.9, NE) 15 10 (66.7) 0.3 (0.1, NE) 0.378 (0.156, 0.918) 0.0261 

   No 187 71 (38.0) 17.6 (7.5, NE) 83 43 (51.8) 2.3 (1.3, NE) 0.494 (0.336, 0.727) 0.0003 

   Interaction        0.4457 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 12 (8.4) NR (NE, NE) 62 9 (14.5) NR (NE, NE) 0.491 (0.206, 1.168) 0.1004 

   Age >= 65 Years 70 9 (12.9) NR (20.4, NE) 36 5 (13.9) NR (4.0, NE) 0.484 (0.151, 1.551) 0.2131 

   Interaction        0.6222 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 17 (10.2) NR (NE, NE) 71 9 (12.7) NR (NE, NE) 0.566 (0.247, 1.298) 0.1735 

   Female 47 4 (8.5) NR (19.2, NE) 27 5 (18.5) NR (NE, NE) 0.369 (0.098, 1.391) 0.1257 

   Interaction        0.5722 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 16 (9.6) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.474 (0.214, 1.052) 0.0608 

   White 38 4 (10.5) NR (NE, NE) 12 2 (16.7) NR (1.3, NE) 0.605 (0.111, 3.309) 0.5578 

   Other 8 1 (12.5) NR (0.8, NE) 2 1 (50.0) NR (0.9, NE) 0.267 (0.017, 4.279) 0.3166 

   Interaction        0.9171 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 16 (9.6) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.474 (0.214, 1.052) 0.0608 

   Europe 32 1 (3.1) NR (NE, NE) 12 2 (16.7) NR (1.3, NE) 0.183 (0.017, 2.022) 0.1194 

   Other 14 4 (28.6) NR (0.8, NE) 2 1 (50.0) NR (0.9, NE) 0.649 (0.072, 5.810) 0.6965 

   Interaction        0.5987 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 16 3 (18.8) NR (3.6, NE) 0.168 (0.028, 1.023) 0.0285 

   1 163 19 (11.7) NR (26.4, NE) 82 11 (13.4) NR (NE, NE) 0.623 (0.291, 1.334) 0.2198 

   Interaction        0.1206 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 16 (10.5) NR (26.4, NE) 61 9 (14.8) NR (4.5, NE) 0.491 (0.211, 1.146) 0.0935 

   Never 60 5 (8.3) NR (19.2, NE) 37 5 (13.5) NR (NE, NE) 0.499 (0.144, 1.732) 0.2638 

   Interaction        0.9914 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 9 (7.2) NR (26.4, NE) 59 8 (13.6) NR (NE, NE) 0.391 (0.146, 1.049) 0.0535 

   Squamous 88 12 (13.6) NR (20.4, NE) 39 6 (15.4) NR (4.5, NE) 0.561 (0.202, 1.560) 0.2616 

   Interaction        0.5359 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 10 (7.0) NR (26.4, NE) 71 10 (14.1) NR (NE, NE) 0.349 (0.140, 0.870) 0.0185 

   Unknown 70 11 (15.7) NR (14.4, NE) 27 4 (14.8) NR (4.0, NE) 0.712 (0.221, 2.296) 0.5686 

   Interaction        0.3175 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 7 (6.5) NR (26.4, NE) 46 5 (10.9) NR (NE, NE) 0.356 (0.102, 1.237) 0.0898 

   Unknown 105 14 (13.3) NR (20.4, NE) 52 9 (17.3) NR (NE, NE) 0.659 (0.285, 1.525) 0.3274 

   Interaction        0.4309 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 17 (9.5) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.538 (0.256, 1.133) 0.0976 

   Third 34 4 (11.8) 26.4 (14.4, NE) 14 2 (14.3) NR (NE, NE) 0.287 (0.039, 2.122) 0.1943 

   Interaction        0.9702 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 2 (6.1) NR (26.4, NE) 8 3 (37.5) NR (0.1, NE) 0.065 (0.007, 0.631) 0.0016 

   Metastatic 180 19 (10.6) NR (NE, NE) 90 11 (12.2) NR (NE, NE) 0.657 (0.309, 1.394) 0.2707 

   Interaction        0.0555 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (1.8, NE) 0.592 (0.037, 9.459) 0.7073 

   No 200 20 (10.0) NR (NE, NE) 90 13 (14.4) NR (NE, NE) 0.490 (0.239, 1.004) 0.0470 

   Interaction        0.9761 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 3 (20.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0181 

   No 187 21 (11.2) NR (NE, NE) 83 11 (13.3) NR (NE, NE) 0.606 (0.288, 1.276) 0.1829 

   Interaction        0.9898 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 22 (15.4) NR (NE, NE) 62 13 (21.0) NR (7.4, NE) 0.614 (0.308, 1.222) 0.1608 

   Age >= 65 Years 70 2 (2.9) NR (NE, NE) 36 5 (13.9) NR (3.7, NE) 0.164 (0.031, 0.856) 0.0149 

   Interaction        0.1185 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 17 (10.2) NR (NE, NE) 71 11 (15.5) NR (NE, NE) 0.539 (0.250, 1.158) 0.1083 

   Female 47 7 (14.9) NR (NE, NE) 27 7 (25.9) 10.6 (7.4, NE) 0.463 (0.161, 1.327) 0.1407 

   Interaction        0.9144 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 14 (8.4) NR (NE, NE) 84 14 (16.7) NR (7.4, NE) 0.418 (0.198, 0.881) 0.0181 

   White 38 9 (23.7) NR (14.3, NE) 12 2 (16.7) 10.6 (10.6, NE) 1.295 (0.277, 6.049) 0.7414 

   Other 8 1 (12.5) NR (6.6, NE) 2 2 (100.0) 2.0 (0.2, NE) 0.000 (0.000, NE) 0.0028 

   Interaction        0.0840 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 14 (8.4) NR (NE, NE) 84 14 (16.7) NR (7.4, NE) 0.418 (0.198, 0.881) 0.0181 

   Europe 32 5 (15.6) NR (14.3, NE) 12 2 (16.7) 10.6 (10.6, NE) 0.767 (0.145, 4.051) 0.7541 

   Other 14 5 (35.7) NR (2.6, NE) 2 2 (100.0) 2.0 (0.2, NE) 0.150 (0.025, 0.914) 0.0178 

   Interaction        0.4072 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 5 (10.0) NR (NE, NE) 16 5 (31.3) 7.4 (3.7, NE) 0.235 (0.067, 0.817) 0.0133 

   1 163 19 (11.7) NR (NE, NE) 82 13 (15.9) NR (10.6, NE) 0.610 (0.299, 1.244) 0.1703 

   Interaction        0.1805 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 16 (10.5) NR (NE, NE) 61 9 (14.8) NR (NE, NE) 0.562 (0.245, 1.287) 0.1669 

   Never 60 8 (13.3) NR (NE, NE) 37 9 (24.3) 10.6 (3.9, NE) 0.477 (0.184, 1.239) 0.1193 

   Interaction        0.7919 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 15 (12.0) NR (NE, NE) 59 12 (20.3) NR (7.4, NE) 0.508 (0.237, 1.088) 0.0754 

   Squamous 88 9 (10.2) NR (NE, NE) 39 6 (15.4) NR (NE, NE) 0.475 (0.161, 1.398) 0.1673 

   Interaction        0.9326 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 17 (11.9) NR (NE, NE) 71 15 (21.1) NR (7.4, NE) 0.452 (0.225, 0.910) 0.0226 

   Unknown 70 7 (10.0) NR (NE, NE) 27 3 (11.1) NR (3.0, NE) 0.731 (0.185, 2.888) 0.6542 

   Interaction        0.5878 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 12 (11.1) NR (NE, NE) 46 11 (23.9) 7.4 (3.9, NE) 0.342 (0.148, 0.790) 0.0085 

   Unknown 105 12 (11.4) NR (NE, NE) 52 7 (13.5) NR (10.6, NE) 0.749 (0.294, 1.906) 0.5426 

   Interaction        0.1748 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 20 (11.2) NR (NE, NE) 84 16 (19.0) NR (10.6, NE) 0.492 (0.253, 0.954) 0.0323 

   Third 34 4 (11.8) NR (6.6, NE) 14 2 (14.3) NR (3.0, NE) 0.461 (0.080, 2.660) 0.3756 

   Interaction        0.7672 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (NE, NE) 8 3 (37.5) 10.6 (0.0, NE) 0.067 (0.007, 0.662) 0.0024 

   Metastatic 180 23 (12.8) NR (NE, NE) 90 15 (16.7) NR (NE, NE) 0.638 (0.331, 1.229) 0.1759 

   Interaction        0.0597 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 3 (37.5) NR (0.6, NE) 0.190 (0.020, 1.831) 0.1083 

   No 200 23 (11.5) NR (NE, NE) 90 15 (16.7) NR (10.6, NE) 0.550 (0.285, 1.061) 0.0705 

   Interaction        0.3254 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (NE, NE) 15 3 (20.0) NR (0.5, NE) 0.317 (0.053, 1.906) 0.1854 

   No 187 22 (11.8) NR (NE, NE) 83 15 (18.1) NR (10.6, NE) 0.519 (0.268, 1.008) 0.0488 

   Interaction        0.5834 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 72 (50.3) 6.1 (3.9, 7.8) 62 31 (50.0) 4.1 (1.3, NE) 0.795 (0.520, 1.216) 0.2894 

   Age >= 65 Years 70 30 (42.9) 15.5 (4.4, NE) 36 21 (58.3) 1.8 (0.6, NE) 0.426 (0.238, 0.762) 0.0032 

   Interaction        0.0598 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 81 (48.8) 6.2 (4.4, 11.1) 71 39 (54.9) 2.5 (0.8, 5.7) 0.591 (0.399, 0.876) 0.0082 

   Female 47 21 (44.7) 11.0 (3.9, NE) 27 13 (48.1) 5.9 (1.3, NE) 0.748 (0.373, 1.498) 0.4145 

   Interaction        0.5262 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 79 (47.3) 6.3 (4.4, 11.1) 84 46 (54.8) 2.5 (0.9, 4.5) 0.593 (0.409, 0.861) 0.0056 

   White 38 20 (52.6) 6.2 (3.7, 15.5) 12 6 (50.0) 5.9 (0.1, NE) 0.784 (0.306, 2.004) 0.6086 

   Other 8 3 (37.5) NR (0.6, NE) 2 0 (0.0) NR (NE, NE) 35203589.472 (0.000, 

NE) 

0.3754 

   Interaction        0.6974 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3460



Protocol BGB-A317-303 Page 147 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 79 (47.3) 6.3 (4.4, 11.1) 84 46 (54.8) 2.5 (0.9, 4.5) 0.593 (0.409, 0.861) 0.0056 

   Europe 32 15 (46.9) 11.9 (3.7, NE) 12 6 (50.0) 5.9 (0.1, NE) 0.653 (0.245, 1.741) 0.3918 

   Other 14 8 (57.1) 4.4 (0.6, NE) 2 0 (0.0) NR (NE, NE) 11573010.181 (0.000, 

NE) 

0.2392 

   Interaction        0.8828 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 25 (50.0) 6.2 (2.6, NE) 16 7 (43.8) 4.1 (0.1, NE) 0.978 (0.422, 2.267) 0.9716 

   1 163 77 (47.2) 6.3 (5.1, 11.9) 82 45 (54.9) 2.7 (1.2, 5.7) 0.566 (0.388, 0.828) 0.0029 

   Interaction        0.3176 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 73 (47.7) 6.7 (5.1, 12.1) 61 34 (55.7) 2.0 (0.8, NE) 0.568 (0.373, 0.864) 0.0075 

   Never 60 29 (48.3) 5.1 (2.9, 21.6) 37 18 (48.6) 4.5 (1.3, 6.5) 0.826 (0.457, 1.495) 0.5218 

   Interaction        0.3385 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 54 (43.2) 7.8 (5.1, NE) 59 31 (52.5) 4.1 (1.2, 6.5) 0.636 (0.407, 0.994) 0.0446 

   Squamous 88 48 (54.5) 6.2 (3.7, 11.1) 39 21 (53.8) 2.3 (0.5, NE) 0.607 (0.355, 1.038) 0.0668 

   Interaction        0.9468 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 63 (44.1) 11.0 (5.1, 23.1) 71 38 (53.5) 4.1 (1.2, 5.9) 0.585 (0.388, 0.882) 0.0097 

   Unknown 70 39 (55.7) 5.5 (2.9, 8.3) 27 14 (51.9) 2.3 (0.5, NE) 0.696 (0.370, 1.308) 0.2570 

   Interaction        0.4952 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 47 (43.5) 7.8 (5.1, NE) 46 24 (52.2) 3.4 (0.7, NE) 0.586 (0.353, 0.972) 0.0367 

   Unknown 105 55 (52.4) 5.7 (3.7, 11.0) 52 28 (53.8) 4.1 (0.9, 6.5) 0.712 (0.449, 1.128) 0.1482 

   Interaction        0.3349 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 82 (45.8) 8.3 (5.5, 15.5) 84 43 (51.2) 4.1 (1.7, 5.9) 0.651 (0.448, 0.947) 0.0242 

   Third 34 20 (58.8) 4.4 (1.7, 6.3) 14 9 (64.3) 1.3 (0.1, NE) 0.554 (0.247, 1.241) 0.1473 

   Interaction        0.8047 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 11 (33.3) 21.6 (5.5, NE) 8 5 (62.5) 4.2 (0.2, NE) 0.260 (0.083, 0.815) 0.0139 

   Metastatic 180 91 (50.6) 5.7 (3.9, 11.0) 90 47 (52.2) 3.4 (1.2, 6.5) 0.720 (0.503, 1.029) 0.0707 

   Interaction        0.1588 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 9 (69.2) 1.9 (0.4, 4.4) 8 4 (50.0) 4.5 (0.1, NE) 1.190 (0.363, 3.901) 0.7733 

   No 200 93 (46.5) 7.7 (5.4, 12.1) 90 48 (53.3) 3.4 (1.2, 5.9) 0.613 (0.430, 0.874) 0.0065 

   Interaction        0.2953 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 14 (53.8) 2.6 (0.7, NE) 15 8 (53.3) 0.5 (0.1, NE) 0.660 (0.272, 1.602) 0.3610 

   No 187 88 (47.1) 7.7 (5.5, 12.1) 83 44 (53.0) 3.4 (1.7, 5.9) 0.628 (0.435, 0.909) 0.0128 

   Interaction        0.9948 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 23 (16.1) 32.7 (32.7, NE) 62 14 (22.6) NR (NE, NE) 0.548 (0.279, 1.077) 0.0770 

   Age >= 65 Years 70 10 (14.3) NR (23.4, NE) 36 8 (22.2) NR (NE, NE) 0.463 (0.179, 1.200) 0.1052 

   Interaction        0.6676 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 27 (16.3) NR (32.7, NE) 71 19 (26.8) NR (5.7, NE) 0.422 (0.231, 0.770) 0.0039 

   Female 47 6 (12.8) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 1.029 (0.257, 4.126) 0.9674 

   Interaction        0.2690 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 26 (15.6) NR (32.7, NE) 84 21 (25.0) NR (5.7, NE) 0.455 (0.253, 0.819) 0.0073 

   White 38 7 (18.4) NR (12.1, NE) 12 1 (8.3) NR (NE, NE) 1.892 (0.231, 15.486) 0.5456 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.4319 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 26 (15.6) NR (32.7, NE) 84 21 (25.0) NR (5.7, NE) 0.455 (0.253, 0.819) 0.0073 

   Europe 32 6 (18.8) NR (12.1, NE) 12 1 (8.3) NR (NE, NE) 2.090 (0.250, 17.446) 0.4861 

   Other 14 1 (7.1) NR (10.1, NE) 2 0 (0.0) NR (NE, NE) 11376110.848 (0.000, 

NE) 

0.6831 

   Interaction        0.4226 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 10 (20.0) 32.7 (32.7, NE) 16 1 (6.3) NR (NE, NE) 2.607 (0.330, 20.623) 0.3461 

   1 163 23 (14.1) NR (NE, NE) 82 21 (25.6) NR (5.7, NE) 0.399 (0.218, 0.729) 0.0020 

   Interaction        0.0858 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 22 (14.4) NR (32.7, NE) 61 17 (27.9) NR (5.7, NE) 0.370 (0.193, 0.709) 0.0019 

   Never 60 11 (18.3) NR (10.1, NE) 37 5 (13.5) NR (NE, NE) 1.177 (0.408, 3.397) 0.7623 

   Interaction        0.0623 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 14 (11.2) NR (32.7, NE) 59 11 (18.6) NR (NE, NE) 0.471 (0.213, 1.043) 0.0582 

   Squamous 88 19 (21.6) NR (23.4, NE) 39 11 (28.2) NR (NE, NE) 0.526 (0.242, 1.147) 0.1017 

   Interaction        0.8876 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 19 (13.3) NR (32.7, NE) 71 15 (21.1) NR (NE, NE) 0.479 (0.242, 0.950) 0.0317 

   Unknown 70 14 (20.0) NR (14.2, NE) 27 7 (25.9) NR (NE, NE) 0.532 (0.206, 1.372) 0.1854 

   Interaction        0.8267 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 13 (12.0) NR (32.7, NE) 46 10 (21.7) NR (NE, NE) 0.393 (0.166, 0.930) 0.0279 

   Unknown 105 20 (19.0) NR (14.2, NE) 52 12 (23.1) NR (5.7, NE) 0.682 (0.333, 1.399) 0.2957 

   Interaction        0.2414 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 26 (14.5) NR (32.7, NE) 84 19 (22.6) NR (NE, NE) 0.487 (0.267, 0.887) 0.0164 

   Third 34 7 (20.6) NR (23.4, NE) 14 3 (21.4) NR (1.3, NE) 0.628 (0.154, 2.571) 0.5148 

   Interaction        0.6307 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (NE, NE) 8 1 (12.5) NR (0.2, NE) 0.660 (0.068, 6.376) 0.7175 

   Metastatic 180 30 (16.7) NR (32.7, NE) 90 21 (23.3) NR (NE, NE) 0.532 (0.302, 0.938) 0.0270 

   Interaction        0.9445 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3481



Protocol BGB-A317-303 Page 168 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) 32.7 (NE, NE) 8 2 (25.0) NR (0.1, NE) 0.578 (0.081, 4.118) 0.5799 

   No 200 30 (15.0) NR (NE, NE) 90 20 (22.2) NR (NE, NE) 0.500 (0.281, 0.889) 0.0163 

   Interaction        0.6895 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 7 (26.9) NR (2.6, NE) 15 3 (20.0) NR (0.9, NE) 1.307 (0.337, 5.065) 0.6985 

   No 187 26 (13.9) NR (32.7, NE) 83 19 (22.9) NR (NE, NE) 0.447 (0.245, 0.815) 0.0071 

   Interaction        0.2867 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 37 (25.9) 39.4 (13.2, NE) 62 18 (29.0) 22.5 (3.4, NE) 0.627 (0.354, 1.112) 0.1072 

   Age >= 65 Years 70 23 (32.9) 18.0 (10.3, NE) 36 12 (33.3) 10.0 (4.3, NE) 0.601 (0.291, 1.242) 0.1660 

   Interaction        0.9912 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 49 (29.5) 21.7 (13.2, NE) 71 24 (33.8) 6.2 (3.4, NE) 0.551 (0.332, 0.915) 0.0194 

   Female 47 11 (23.4) 24.0 (19.9, NE) 27 6 (22.2) NR (3.3, NE) 0.724 (0.262, 2.002) 0.5314 

   Interaction        0.5184 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 46 (27.5) 24.0 (17.2, NE) 84 27 (32.1) 6.2 (3.4, NE) 0.517 (0.315, 0.848) 0.0079 

   White 38 10 (26.3) NR (12.5, NE) 12 3 (25.0) NR (1.8, NE) 0.992 (0.272, 3.622) 0.9875 

   Other 8 4 (50.0) 12.2 (0.6, NE) 2 0 (0.0) NR (NE, NE) 38906587.231 (0.000, 

NE) 

0.2585 

   Interaction        0.6850 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 46 (27.5) 24.0 (17.2, NE) 84 27 (32.1) 6.2 (3.4, NE) 0.517 (0.315, 0.848) 0.0079 

   Europe 32 7 (21.9) NR (12.5, NE) 12 3 (25.0) NR (1.8, NE) 0.807 (0.207, 3.141) 0.7570 

   Other 14 7 (50.0) 12.2 (0.9, NE) 2 0 (0.0) NR (NE, NE) 15918358.068 (0.000, 

NE) 

0.1669 

   Interaction        0.8470 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 16 (32.0) 13.2 (4.5, NE) 16 5 (31.3) NR (2.0, NE) 0.706 (0.256, 1.946) 0.5043 

   1 163 44 (27.0) 24.0 (17.8, NE) 82 25 (30.5) 10.0 (4.2, NE) 0.588 (0.354, 0.975) 0.0375 

   Interaction        0.8043 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 45 (29.4) 39.4 (17.2, NE) 61 20 (32.8) 6.2 (4.2, NE) 0.570 (0.329, 0.986) 0.0416 

   Never 60 15 (25.0) 19.9 (13.2, NE) 37 10 (27.0) 22.5 (3.2, NE) 0.651 (0.288, 1.475) 0.3004 

   Interaction        0.6057 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 33 (26.4) 39.4 (19.9, NE) 59 17 (28.8) 22.5 (6.2, NE) 0.686 (0.378, 1.246) 0.2138 

   Squamous 88 27 (30.7) 18.0 (12.2, NE) 39 13 (33.3) 4.3 (3.4, NE) 0.460 (0.227, 0.935) 0.0277 

   Interaction        0.5755 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 36 (25.2) 39.4 (21.7, NE) 71 20 (28.2) 22.5 (6.2, NE) 0.619 (0.353, 1.085) 0.0918 

   Unknown 70 24 (34.3) 17.2 (6.5, NE) 27 10 (37.0) 4.2 (1.9, NE) 0.498 (0.228, 1.087) 0.0728 

   Interaction        0.8808 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 31 (28.7) 39.4 (17.2, NE) 46 12 (26.1) NR (3.3, NE) 0.665 (0.330, 1.338) 0.2522 

   Unknown 105 29 (27.6) 18.0 (12.2, NE) 52 18 (34.6) 10.0 (4.2, NE) 0.657 (0.364, 1.185) 0.1585 

   Interaction        0.7200 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 48 (26.8) 39.4 (17.8, NE) 84 26 (31.0) 10.0 (4.2, NE) 0.598 (0.367, 0.974) 0.0369 

   Third 34 12 (35.3) 17.2 (10.3, 21.7) 14 4 (28.6) NR (1.1, NE) 0.628 (0.189, 2.081) 0.4423 

   Interaction        0.6953 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 12 (36.4) 13.2 (4.5, NE) 8 2 (25.0) NR (2.0, NE) 1.271 (0.282, 5.726) 0.7541 

   Metastatic 180 48 (26.7) 24.0 (18.0, NE) 90 28 (31.1) 10.0 (4.2, NE) 0.571 (0.353, 0.923) 0.0207 

   Interaction        0.2733 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3494



Protocol BGB-A317-303 Page 181 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 4 (30.8) NR (1.6, NE) 8 2 (25.0) 22.5 (1.8, NE) 1.185 (0.211, 6.646) 0.8470 

   No 200 56 (28.0) 24.0 (17.8, NE) 90 28 (31.1) 10.0 (4.2, NE) 0.589 (0.369, 0.939) 0.0244 

   Interaction        0.5918 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 4 (15.4) NR (2.6, NE) 15 2 (13.3) NR (1.8, NE) 1.249 (0.228, 6.843) 0.7972 

   No 187 56 (29.9) 21.7 (17.2, NE) 83 28 (33.7) 10.0 (3.4, NE) 0.575 (0.361, 0.916) 0.0184 

   Interaction        0.4894 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 12 (8.4) NR (NE, NE) 62 8 (12.9) NR (NE, NE) 0.480 (0.195, 1.180) 0.1022 

   Age >= 65 Years 70 4 (5.7) NR (NE, NE) 36 6 (16.7) NR (4.3, NE) 0.185 (0.049, 0.697) 0.0060 

   Interaction        0.2796 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 13 (7.8) NR (NE, NE) 71 10 (14.1) NR (10.0, NE) 0.336 (0.144, 0.786) 0.0085 

   Female 47 3 (6.4) NR (NE, NE) 27 4 (14.8) NR (NE, NE) 0.356 (0.079, 1.596) 0.1586 

   Interaction        0.9045 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 16 (9.6) NR (NE, NE) 84 12 (14.3) NR (10.0, NE) 0.445 (0.208, 0.954) 0.0328 

   White 38 0 (0.0) NR (NE, NE) 12 2 (16.7) NR (2.8, NE) 0.000 (0.000, NE) 0.0056 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3499



Protocol BGB-A317-303 Page 186 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 16 (9.6) NR (NE, NE) 84 12 (14.3) NR (10.0, NE) 0.445 (0.208, 0.954) 0.0328 

   Europe 32 0 (0.0) NR (NE, NE) 12 2 (16.7) NR (2.8, NE) 0.000 (0.000, NE) 0.0132 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 5 (10.0) NR (NE, NE) 16 3 (18.8) NR (2.0, NE) 0.355 (0.083, 1.506) 0.1457 

   1 163 11 (6.7) NR (NE, NE) 82 11 (13.4) NR (10.0, NE) 0.360 (0.155, 0.841) 0.0138 

   Interaction        0.9798 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 12 (7.8) NR (NE, NE) 61 8 (13.1) NR (10.0, NE) 0.402 (0.162, 0.997) 0.0420 

   Never 60 4 (6.7) NR (17.8, NE) 37 6 (16.2) NR (NE, NE) 0.309 (0.087, 1.102) 0.0557 

   Interaction        0.7553 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 9 (7.2) NR (NE, NE) 59 9 (15.3) NR (10.0, NE) 0.365 (0.144, 0.924) 0.0268 

   Squamous 88 7 (8.0) NR (NE, NE) 39 5 (12.8) NR (4.3, NE) 0.326 (0.095, 1.120) 0.0618 

   Interaction        0.9879 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 9 (6.3) NR (NE, NE) 71 9 (12.7) NR (10.0, NE) 0.368 (0.145, 0.934) 0.0286 

   Unknown 70 7 (10.0) NR (17.8, NE) 27 5 (18.5) NR (3.4, NE) 0.266 (0.076, 0.931) 0.0265 

   Interaction        0.8475 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 9 (8.3) NR (NE, NE) 46 5 (10.9) NR (NE, NE) 0.466 (0.151, 1.436) 0.1751 

   Unknown 105 7 (6.7) NR (NE, NE) 52 9 (17.3) NR (10.0, NE) 0.308 (0.114, 0.830) 0.0138 

   Interaction        0.6802 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3505



Protocol BGB-A317-303 Page 192 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 15 (8.4) NR (NE, NE) 84 12 (14.3) NR (10.0, NE) 0.406 (0.188, 0.875) 0.0175 

   Third 34 1 (2.9) NR (NE, NE) 14 2 (14.3) NR (2.8, NE) 0.161 (0.014, 1.821) 0.0935 

   Interaction        0.3444 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 5 (15.2) NR (13.2, NE) 8 2 (25.0) NR (2.0, NE) 0.476 (0.091, 2.506) 0.3708 

   Metastatic 180 11 (6.1) NR (NE, NE) 90 12 (13.3) NR (10.0, NE) 0.318 (0.139, 0.729) 0.0044 

   Interaction        0.5782 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (4.0, NE) 8 0 (0.0) NR (NE, NE) 45905644.744 (0.000, 

NE) 

0.3558 

   No 200 14 (7.0) NR (NE, NE) 90 14 (15.6) NR (10.0, NE) 0.301 (0.142, 0.640) 0.0010 

   Interaction        0.9879 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (3.2, NE) 15 2 (13.3) NR (2.8, NE) 0.541 (0.076, 3.854) 0.5336 

   No 187 14 (7.5) NR (NE, NE) 83 12 (14.5) NR (10.0, NE) 0.344 (0.157, 0.752) 0.0052 

   Interaction        0.6638 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 90 (62.9) 2.1 (1.4, 3.4) 62 37 (59.7) 1.5 (0.7, 3.9) 0.803 (0.547, 1.178) 0.2712 

   Age >= 65 Years 70 37 (52.9) 5.5 (1.8, 22.5) 36 26 (72.2) 0.7 (0.3, 1.4) 0.404 (0.243, 0.674) 0.0004 

   Interaction        0.0324 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 102 (61.4) 2.1 (1.7, 4.2) 71 52 (73.2) 1.0 (0.5, 1.4) 0.508 (0.362, 0.713) <0.0001 

   Female 47 25 (53.2) 3.1 (1.4, NE) 27 11 (40.7) NR (0.5, NE) 1.026 (0.504, 2.089) 0.9335 

   Interaction        0.0761 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 112 (67.1) 1.9 (1.4, 2.3) 84 61 (72.6) 0.9 (0.5, 1.1) 0.538 (0.392, 0.739) 0.0001 

   White 38 14 (36.8) NR (3.0, NE) 12 2 (16.7) NR (1.6, NE) 2.465 (0.560, 10.853) 0.2167 

   Other 8 1 (12.5) NR (0.7, NE) 2 0 (0.0) NR (NE, NE) 12737130.128 (0.000, 

NE) 

0.6171 

   Interaction        0.1438 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 112 (67.1) 1.9 (1.4, 2.3) 84 61 (72.6) 0.9 (0.5, 1.1) 0.538 (0.392, 0.739) 0.0001 

   Europe 32 12 (37.5) NR (1.8, NE) 12 2 (16.7) NR (1.6, NE) 2.582 (0.577, 11.546) 0.1970 

   Other 14 3 (21.4) NR (6.2, NE) 2 0 (0.0) NR (NE, NE) 11061354.060 (0.000, 

NE) 

0.5030 

   Interaction        0.1325 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 30 (60.0) 3.5 (2.0, 7.9) 16 11 (68.8) 0.4 (0.3, NE) 0.523 (0.261, 1.049) 0.0750 

   1 163 97 (59.5) 2.1 (1.6, 4.2) 82 52 (63.4) 1.1 (0.7, 1.7) 0.663 (0.472, 0.931) 0.0169 

   Interaction        0.4753 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 91 (59.5) 2.3 (1.6, 4.8) 61 43 (70.5) 1.0 (0.7, 1.7) 0.548 (0.379, 0.792) 0.0013 

   Never 60 36 (60.0) 2.1 (1.2, 3.5) 37 20 (54.1) 1.0 (0.5, NE) 0.791 (0.457, 1.371) 0.4175 

   Interaction        0.2853 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 70 (56.0) 2.3 (2.0, 4.8) 59 36 (61.0) 1.0 (0.7, 3.9) 0.635 (0.424, 0.951) 0.0304 

   Squamous 88 57 (64.8) 1.8 (1.4, 4.3) 39 27 (69.2) 1.1 (0.3, 1.7) 0.610 (0.383, 0.971) 0.0344 

   Interaction        0.9007 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 80 (55.9) 3.1 (2.0, 4.8) 71 43 (60.6) 1.1 (0.7, 3.9) 0.648 (0.446, 0.941) 0.0240 

   Unknown 70 47 (67.1) 1.6 (1.2, 4.3) 27 20 (74.1) 0.7 (0.3, 1.3) 0.539 (0.318, 0.914) 0.0199 

   Interaction        0.5373 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 68 (63.0) 2.1 (1.6, 3.5) 46 28 (60.9) 1.0 (0.7, 2.1) 0.685 (0.439, 1.069) 0.0974 

   Unknown 105 59 (56.2) 3.5 (1.6, 6.7) 52 35 (67.3) 1.0 (0.3, 1.6) 0.576 (0.378, 0.878) 0.0108 

   Interaction        0.5063 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 107 (59.8) 2.1 (1.6, 3.5) 84 56 (66.7) 1.0 (0.7, 1.6) 0.637 (0.460, 0.881) 0.0069 

   Third 34 20 (58.8) 4.0 (1.8, 7.0) 14 7 (50.0) 1.1 (0.3, NE) 0.653 (0.273, 1.565) 0.3296 

   Interaction        0.8484 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 20 (60.6) 3.5 (1.4, 10.4) 8 4 (50.0) NR (0.1, NE) 1.119 (0.380, 3.291) 0.8377 

   Metastatic 180 107 (59.4) 2.1 (1.6, 4.0) 90 59 (65.6) 1.0 (0.7, 1.6) 0.597 (0.433, 0.823) 0.0016 

   Interaction        0.2611 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 10 (76.9) 1.6 (0.7, 5.1) 8 4 (50.0) 1.6 (0.3, NE) 1.035 (0.317, 3.377) 0.9534 

   No 200 117 (58.5) 2.8 (1.8, 4.2) 90 59 (65.6) 1.0 (0.7, 1.6) 0.607 (0.443, 0.831) 0.0019 

   Interaction        0.2928 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 17 (65.4) 1.1 (0.7, NE) 15 11 (73.3) 0.9 (0.3, 1.3) 0.589 (0.273, 1.267) 0.1713 

   No 187 110 (58.8) 3.0 (2.0, 4.3) 83 52 (62.7) 1.1 (0.7, 2.1) 0.652 (0.468, 0.909) 0.0122 

   Interaction        0.4668 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 7 (4.9) NR (NE, NE) 62 7 (11.3) NR (NE, NE) 0.298 (0.102, 0.874) 0.0200 

   Age >= 65 Years 70 5 (7.1) NR (NE, NE) 36 4 (11.1) NR (NE, NE) 0.594 (0.159, 2.212) 0.4321 

   Interaction        0.7058 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 10 (6.0) NR (NE, NE) 71 10 (14.1) NR (NE, NE) 0.325 (0.133, 0.794) 0.0097 

   Female 47 2 (4.3) NR (21.4, NE) 27 1 (3.7) NR (NE, NE) 0.761 (0.063, 9.157) 0.8288 

   Interaction        0.4359 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 12 (7.2) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.401 (0.173, 0.928) 0.0277 

   White 38 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 12 (7.2) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.401 (0.173, 0.928) 0.0277 

   Europe 32 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (21.2, NE) 16 2 (12.5) NR (NE, NE) 0.106 (0.009, 1.255) 0.0337 

   1 163 11 (6.7) NR (NE, NE) 82 9 (11.0) NR (NE, NE) 0.485 (0.199, 1.186) 0.1060 

   Interaction        0.2802 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 9 (5.9) NR (NE, NE) 61 8 (13.1) NR (NE, NE) 0.326 (0.122, 0.866) 0.0183 

   Never 60 3 (5.0) NR (21.4, NE) 37 3 (8.1) NR (NE, NE) 0.504 (0.099, 2.561) 0.4002 

   Interaction        0.6975 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 8 (6.4) NR (NE, NE) 59 7 (11.9) NR (NE, NE) 0.423 (0.152, 1.180) 0.0910 

   Squamous 88 4 (4.5) NR (NE, NE) 39 4 (10.3) NR (NE, NE) 0.379 (0.094, 1.524) 0.1558 

   Interaction        0.6853 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 9 (6.3) NR (NE, NE) 71 8 (11.3) NR (NE, NE) 0.424 (0.161, 1.115) 0.0737 

   Unknown 70 3 (4.3) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 0.345 (0.070, 1.714) 0.1730 

   Interaction        0.6060 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 6 (5.6) NR (NE, NE) 46 7 (15.2) NR (NE, NE) 0.166 (0.043, 0.641) 0.0030 

   Unknown 105 6 (5.7) NR (NE, NE) 52 4 (7.7) NR (NE, NE) 0.669 (0.189, 2.373) 0.5312 

   Interaction        0.2163 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 11 (6.1) NR (NE, NE) 84 10 (11.9) NR (NE, NE) 0.413 (0.173, 0.984) 0.0397 

   Third 34 1 (2.9) NR (NE, NE) 14 1 (7.1) NR (NE, NE) 0.178 (0.009, 3.644) 0.2228 

   Interaction        0.7893 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 2 (6.1) NR (NE, NE) 8 2 (25.0) NR (0.1, NE) 0.210 (0.029, 1.491) 0.0847 

   Metastatic 180 10 (5.6) NR (NE, NE) 90 9 (10.0) NR (NE, NE) 0.421 (0.168, 1.056) 0.0581 

   Interaction        0.3834 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (0.7, NE) 0.560 (0.035, 8.965) 0.6781 

   No 200 11 (5.5) NR (NE, NE) 90 10 (11.1) NR (NE, NE) 0.365 (0.151, 0.877) 0.0192 

   Interaction        0.7608 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 4 (15.4) NR (5.6, NE) 15 1 (6.7) NR (NE, NE) 1.792 (0.198, 16.223) 0.5986 

   No 187 8 (4.3) NR (NE, NE) 83 10 (12.0) NR (NE, NE) 0.266 (0.103, 0.686) 0.0034 

   Interaction        0.1030 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 16 (11.2) NR (NE, NE) 62 1 (1.6) NR (NE, NE) 5.498 (0.727, 41.575) 0.0633 

   Age >= 65 Years 70 4 (5.7) NR (25.6, NE) 36 0 (0.0) NR (NE, NE) 14203863.919 (0.000, 

NE) 

0.2924 

   Interaction        0.9929 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 19 (11.4) NR (NE, NE) 71 1 (1.4) NR (NE, NE) 5.509 (0.731, 41.517) 0.0629 

   Female 47 1 (2.1) NR (NE, NE) 27 0 (0.0) NR (NE, NE) 18023830.730 (0.000, 

NE) 

0.4652 

   Interaction        0.9937 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3537



Protocol BGB-A317-303 Page 224 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 18 (10.8) NR (NE, NE) 84 1 (1.2) NR (NE, NE) 6.400 (0.848, 48.298) 0.0389 

   White 38 2 (5.3) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 12698194.569 (0.000, 

NE) 

0.4819 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 18 (10.8) NR (NE, NE) 84 1 (1.2) NR (NE, NE) 6.400 (0.848, 48.298) 0.0389 

   Europe 32 1 (3.1) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 13912525.036 (0.000, 

NE) 

0.5727 

   Other 14 1 (7.1) NR (6.2, NE) 2 0 (0.0) NR (NE, NE) 10725374.567 (0.000, 

NE) 

0.7237 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 0.659 (0.066, 6.540) 0.7197 

   1 163 17 (10.4) NR (NE, NE) 82 0 (0.0) NR (NE, NE) 15319159.984 (0.000, 

NE) 

0.0134 

   Interaction        0.9915 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 16 (10.5) NR (NE, NE) 61 0 (0.0) NR (NE, NE) 13904123.392 (0.000, 

NE) 

0.0394 

   Never 60 4 (6.7) NR (NE, NE) 37 1 (2.7) NR (NE, NE) 2.211 (0.247, 19.803) 0.4665 

   Interaction        0.9895 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 13 (10.4) NR (25.6, NE) 59 0 (0.0) NR (NE, NE) 15026066.890 (0.000, 

NE) 

0.0292 

   Squamous 88 7 (8.0) NR (NE, NE) 39 1 (2.6) NR (NE, NE) 2.231 (0.266, 18.703) 0.4478 

   Interaction        0.9886 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 13 (9.1) NR (25.6, NE) 71 1 (1.4) NR (NE, NE) 4.717 (0.613, 36.277) 0.1006 

   Unknown 70 7 (10.0) NR (NE, NE) 27 0 (0.0) NR (NE, NE) 14266841.235 (0.000, 

NE) 

0.1582 

   Interaction        0.9905 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 13 (12.0) NR (25.6, NE) 46 1 (2.2) NR (NE, NE) 3.008 (0.381, 23.743) 0.2726 

   Unknown 105 7 (6.7) NR (NE, NE) 52 0 (0.0) NR (NE, NE) 16088389.193 (0.000, 

NE) 

0.0821 

   Interaction        0.9900 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 19 (10.6) NR (NE, NE) 84 1 (1.2) NR (NE, NE) 6.575 (0.876, 49.341) 0.0348 

   Third 34 1 (2.9) NR (NE, NE) 14 0 (0.0) NR (NE, NE) 15400981.735 (0.000, 

NE) 

0.5271 

   Interaction        0.9941 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Metastatic 180 20 (11.1) NR (25.6, NE) 90 1 (1.1) NR (NE, NE) 7.250 (0.968, 54.291) 0.0241 

   Interaction        0.9995 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) 17.9 (1.5, NE) 8 0 (0.0) NR (NE, NE) 59918378.624 (0.000, 

NE) 

0.1522 

   No 200 17 (8.5) NR (NE, NE) 90 1 (1.1) NR (NE, NE) 5.508 (0.729, 41.639) 0.0631 

   Interaction        0.9917 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (NE, NE) 15 0 (0.0) NR (NE, NE) 17548059.404 (0.000, 

NE) 

0.3125 

   No 187 18 (9.6) NR (NE, NE) 83 1 (1.2) NR (NE, NE) 5.542 (0.736, 41.739) 0.0615 

   Interaction        0.9931 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 4 (2.8) NR (NE, NE) 62 23 (37.1) NR (2.5, NE) 0.051 (0.017, 0.149) <0.0001 

   Age >= 65 Years 70 1 (1.4) NR (NE, NE) 36 16 (44.4) NR (1.0, NE) 0.025 (0.003, 0.185) <0.0001 

   Interaction        0.4331 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 4 (2.4) NR (NE, NE) 71 32 (45.1) 3.9 (1.7, NE) 0.035 (0.012, 0.100) <0.0001 

   Female 47 1 (2.1) NR (NE, NE) 27 7 (25.9) NR (NE, NE) 0.065 (0.008, 0.532) 0.0007 

   Interaction        0.6618 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 5 (3.0) NR (NE, NE) 84 39 (46.4) 3.2 (1.1, NE) 0.040 (0.016, 0.103) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 5 (3.0) NR (NE, NE) 84 39 (46.4) 3.2 (1.1, NE) 0.040 (0.016, 0.103) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (23.0, NE) 16 10 (62.5) 0.4 (0.3, NE) 0.000 (0.000, NE) <0.0001 

   1 163 4 (2.5) NR (NE, NE) 82 29 (35.4) NR (3.2, NE) 0.048 (0.017, 0.137) <0.0001 

   Interaction        0.3254 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) NR (NE, NE) 61 23 (37.7) NR (2.5, NE) 0.023 (0.005, 0.098) <0.0001 

   Never 60 3 (5.0) NR (23.0, NE) 37 16 (43.2) NR (0.9, NE) 0.079 (0.023, 0.273) <0.0001 

   Interaction        0.2423 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 3 (2.4) NR (NE, NE) 59 23 (39.0) NR (1.1, NE) 0.045 (0.014, 0.151) <0.0001 

   Squamous 88 2 (2.3) NR (NE, NE) 39 16 (41.0) 3.2 (1.9, NE) 0.020 (0.003, 0.149) <0.0001 

   Interaction        0.8435 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 3 (2.1) NR (NE, NE) 71 27 (38.0) NR (3.2, NE) 0.040 (0.012, 0.133) <0.0001 

   Unknown 70 2 (2.9) NR (NE, NE) 27 12 (44.4) 2.5 (0.5, NE) 0.022 (0.003, 0.171) <0.0001 

   Interaction        0.9673 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 3 (2.8) NR (NE, NE) 46 18 (39.1) NR (1.1, NE) 0.028 (0.006, 0.127) <0.0001 

   Unknown 105 2 (1.9) NR (NE, NE) 52 21 (40.4) NR (1.9, NE) 0.035 (0.008, 0.152) <0.0001 

   Interaction        0.8189 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 4 (2.2) NR (NE, NE) 84 35 (41.7) NR (1.9, NE) 0.037 (0.013, 0.104) <0.0001 

   Third 34 1 (2.9) NR (NE, NE) 14 4 (28.6) NR (0.9, NE) 0.083 (0.009, 0.744) 0.0046 

   Interaction        0.5730 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3558



Protocol BGB-A317-303 Page 245 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (23.0, NE) 8 3 (37.5) NR (0.3, NE) 0.000 (0.000, NE) 0.0003 

   Metastatic 180 4 (2.2) NR (NE, NE) 90 36 (40.0) NR (2.5, NE) 0.038 (0.013, 0.107) <0.0001 

   Interaction        0.7308 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0623 

   No 200 5 (2.5) NR (NE, NE) 90 37 (41.1) NR (2.0, NE) 0.041 (0.016, 0.104) <0.0001 

   Interaction        0.9901 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (10.0, NE) 15 7 (46.7) NR (0.3, NE) 0.000 (0.000, NE) <0.0001 

   No 187 4 (2.1) NR (NE, NE) 83 32 (38.6) NR (2.5, NE) 0.039 (0.014, 0.112) <0.0001 

   Interaction        0.8411 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 6 (4.2) NR (NE, NE) 62 19 (30.6) NR (3.9, NE) 0.103 (0.041, 0.258) <0.0001 

   Age >= 65 Years 70 2 (2.9) NR (NE, NE) 36 14 (38.9) NR (1.0, NE) 0.058 (0.013, 0.254) <0.0001 

   Interaction        0.4483 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 6 (3.6) NR (NE, NE) 71 27 (38.0) NR (2.5, NE) 0.068 (0.028, 0.166) <0.0001 

   Female 47 2 (4.3) NR (NE, NE) 27 6 (22.2) NR (NE, NE) 0.169 (0.034, 0.838) 0.0138 

   Interaction        0.4282 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 8 (4.8) NR (NE, NE) 84 32 (38.1) NR (2.5, NE) 0.089 (0.041, 0.195) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.0752 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3564



Protocol BGB-A317-303 Page 251 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 8 (4.8) NR (NE, NE) 84 32 (38.1) NR (2.5, NE) 0.089 (0.041, 0.195) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.1025 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) NR (23.0, NE) 16 7 (43.8) NR (0.3, NE) 0.072 (0.015, 0.346) <0.0001 

   1 163 5 (3.1) NR (NE, NE) 82 26 (31.7) NR (3.9, NE) 0.074 (0.028, 0.194) <0.0001 

   Interaction        0.8562 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 4 (2.6) NR (NE, NE) 61 20 (32.8) NR (2.6, NE) 0.060 (0.020, 0.176) <0.0001 

   Never 60 4 (6.7) NR (23.0, NE) 37 13 (35.1) NR (1.0, NE) 0.139 (0.045, 0.430) <0.0001 

   Interaction        0.3229 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 3 (2.4) NR (NE, NE) 59 20 (33.9) NR (3.9, NE) 0.055 (0.016, 0.187) <0.0001 

   Squamous 88 5 (5.7) NR (NE, NE) 39 13 (33.3) NR (2.5, NE) 0.128 (0.045, 0.362) <0.0001 

   Interaction        0.2718 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 3 (2.1) NR (NE, NE) 71 22 (31.0) NR (NE, NE) 0.054 (0.016, 0.180) <0.0001 

   Unknown 70 5 (7.1) NR (NE, NE) 27 11 (40.7) 2.6 (1.0, NE) 0.118 (0.040, 0.344) <0.0001 

   Interaction        0.2651 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 3 (2.8) NR (NE, NE) 46 14 (30.4) NR (NE, NE) 0.050 (0.011, 0.222) <0.0001 

   Unknown 105 5 (4.8) NR (NE, NE) 52 19 (36.5) NR (2.5, NE) 0.102 (0.038, 0.273) <0.0001 

   Interaction        0.5220 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 8 (4.5) NR (NE, NE) 84 28 (33.3) NR (3.9, NE) 0.102 (0.046, 0.225) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 5 (35.7) NR (0.3, NE) 0.000 (0.000, NE) 0.0002 

   Interaction        0.9859 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (23.0, NE) 8 3 (37.5) NR (0.2, NE) 0.127 (0.021, 0.763) 0.0085 

   Metastatic 180 5 (2.8) NR (NE, NE) 90 30 (33.3) NR (3.9, NE) 0.063 (0.024, 0.164) <0.0001 

   Interaction        0.3053 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0623 

   No 200 8 (4.0) NR (NE, NE) 90 31 (34.4) NR (3.9, NE) 0.086 (0.039, 0.188) <0.0001 

   Interaction        0.9878 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (3.9, NE) 15 8 (53.3) 1.1 (0.3, NE) 0.050 (0.006, 0.403) <0.0001 

   No 187 7 (3.7) NR (NE, NE) 83 25 (30.1) NR (NE, NE) 0.096 (0.042, 0.224) <0.0001 

   Interaction        0.5070 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 10 (7.0) NR (NE, NE) 62 7 (11.3) NR (NE, NE) 0.482 (0.181, 1.279) 0.1339 

   Age >= 65 Years 70 5 (7.1) NR (NE, NE) 36 6 (16.7) NR (NE, NE) 0.285 (0.083, 0.972) 0.0340 

   Interaction        0.4611 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 12 (7.2) NR (NE, NE) 71 11 (15.5) NR (NE, NE) 0.319 (0.137, 0.742) 0.0054 

   Female 47 3 (6.4) NR (NE, NE) 27 2 (7.4) NR (NE, NE) 0.683 (0.113, 4.115) 0.6753 

   Interaction        0.4645 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 14 (8.4) NR (NE, NE) 84 13 (15.5) NR (NE, NE) 0.372 (0.171, 0.809) 0.0097 

   White 38 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 8 1 (12.5) NR (3.9, NE) 2 0 (0.0) NR (NE, NE) 32376985.043 (0.000, 

NE) 

0.6547 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 14 (8.4) NR (NE, NE) 84 13 (15.5) NR (NE, NE) 0.372 (0.171, 0.809) 0.0097 

   Europe 32 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 14 1 (7.1) NR (3.9, NE) 2 0 (0.0) NR (NE, NE) 10344148.665 (0.000, 

NE) 

0.7518 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 16 3 (18.8) NR (4.1, NE) 0.165 (0.027, 1.003) 0.0263 

   1 163 13 (8.0) NR (NE, NE) 82 10 (12.2) NR (NE, NE) 0.464 (0.200, 1.077) 0.0683 

   Interaction        0.2494 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 10 (6.5) NR (NE, NE) 61 7 (11.5) NR (NE, NE) 0.342 (0.124, 0.941) 0.0303 

   Never 60 5 (8.3) NR (NE, NE) 37 6 (16.2) NR (NE, NE) 0.445 (0.135, 1.465) 0.1718 

   Interaction        0.9105 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 7 (5.6) NR (NE, NE) 59 7 (11.9) NR (NE, NE) 0.383 (0.133, 1.099) 0.0644 

   Squamous 88 8 (9.1) NR (NE, NE) 39 6 (15.4) NR (NE, NE) 0.295 (0.088, 0.987) 0.0361 

   Interaction        0.9240 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 8 (5.6) NR (NE, NE) 71 8 (11.3) NR (NE, NE) 0.379 (0.140, 1.021) 0.0468 

   Unknown 70 7 (10.0) NR (18.1, NE) 27 5 (18.5) NR (NE, NE) 0.302 (0.086, 1.066) 0.0499 

   Interaction        0.8620 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 7 (6.5) NR (NE, NE) 46 6 (13.0) NR (NE, NE) 0.285 (0.086, 0.947) 0.0291 

   Unknown 105 8 (7.6) NR (NE, NE) 52 7 (13.5) NR (NE, NE) 0.481 (0.174, 1.330) 0.1510 

   Interaction        0.5168 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 12 (6.7) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.386 (0.168, 0.886) 0.0202 

   Third 34 3 (8.8) NR (19.1, NE) 14 2 (14.3) NR (NE, NE) 0.237 (0.029, 1.938) 0.1485 

   Interaction        0.9100 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 4 (12.1) NR (13.5, NE) 8 1 (12.5) NR (0.2, NE) 0.707 (0.078, 6.407) 0.7569 

   Metastatic 180 11 (6.1) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.350 (0.152, 0.806) 0.0102 

   Interaction        0.4962 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (1.0, NE) 0.000 (0.000, NE) 0.1904 

   No 200 15 (7.5) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.399 (0.184, 0.866) 0.0166 

   Interaction        0.9904 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 3 (11.5) NR (3.9, NE) 15 3 (20.0) NR (0.3, NE) 0.531 (0.107, 2.643) 0.4391 

   No 187 12 (6.4) NR (NE, NE) 83 10 (12.0) NR (NE, NE) 0.368 (0.156, 0.864) 0.0172 

   Interaction        0.8367 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 16 (11.2) NR (NE, NE) 62 16 (25.8) 7.4 (4.7, NE) 0.291 (0.144, 0.590) 0.0003 

   Age >= 65 Years 70 13 (18.6) NR (27.2, NE) 36 6 (16.7) 7.7 (6.7, NE) 0.650 (0.234, 1.808) 0.4066 

   Interaction        0.2524 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 20 (12.0) NR (NE, NE) 71 14 (19.7) 6.7 (5.7, NE) 0.402 (0.198, 0.817) 0.0094 

   Female 47 9 (19.1) 27.2 (19.0, NE) 27 8 (29.6) 7.7 (4.2, NE) 0.407 (0.150, 1.107) 0.0693 

   Interaction        0.5995 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 20 (12.0) NR (27.2, NE) 84 14 (16.7) 6.3 (5.7, NE) 0.447 (0.219, 0.913) 0.0235 

   White 38 7 (18.4) NR (14.4, NE) 12 7 (58.3) 7.4 (0.6, NE) 0.173 (0.054, 0.554) 0.0009 

   Other 8 2 (25.0) NR (0.6, NE) 2 1 (50.0) NR (0.0, NE) 0.334 (0.030, 3.778) 0.3527 

   Interaction        0.5845 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 20 (12.0) NR (27.2, NE) 84 14 (16.7) 6.3 (5.7, NE) 0.447 (0.219, 0.913) 0.0235 

   Europe 32 6 (18.8) NR (14.4, NE) 12 7 (58.3) 7.4 (0.6, NE) 0.167 (0.048, 0.584) 0.0015 

   Other 14 3 (21.4) NR (3.4, NE) 2 1 (50.0) NR (0.0, NE) 0.296 (0.030, 2.891) 0.2660 

   Interaction        0.6363 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 7 (14.0) NR (NE, NE) 16 5 (31.3) 6.3 (2.1, NE) 0.324 (0.101, 1.037) 0.0461 

   1 163 22 (13.5) NR (27.2, NE) 82 17 (20.7) 7.4 (6.2, NE) 0.370 (0.189, 0.726) 0.0027 

   Interaction        0.6367 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3592



Protocol BGB-A317-303 Page 279 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 22 (14.4) NR (NE, NE) 61 15 (24.6) 7.4 (5.7, NE) 0.372 (0.188, 0.737) 0.0033 

   Never 60 7 (11.7) NR (27.2, NE) 37 7 (18.9) 7.7 (6.2, NE) 0.370 (0.121, 1.137) 0.0717 

   Interaction        0.6288 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 20 (16.0) NR (27.2, NE) 59 13 (22.0) 7.7 (4.7, NE) 0.514 (0.251, 1.051) 0.0636 

   Squamous 88 9 (10.2) NR (NE, NE) 39 9 (23.1) 6.7 (5.7, NE) 0.205 (0.072, 0.585) 0.0012 

   Interaction        0.1740 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3594



Protocol BGB-A317-303 Page 281 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 22 (15.4) NR (27.2, NE) 71 17 (23.9) 7.4 (5.7, NE) 0.416 (0.216, 0.801) 0.0070 

   Unknown 70 7 (10.0) NR (15.5, NE) 27 5 (18.5) 6.7 (6.7, NE) 0.309 (0.089, 1.067) 0.0504 

   Interaction        0.6284 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 12 (11.1) NR (27.2, NE) 46 11 (23.9) 4.7 (4.2, NE) 0.203 (0.081, 0.511) 0.0002 

   Unknown 105 17 (16.2) NR (15.5, NE) 52 11 (21.2) 11.7 (6.7, NE) 0.575 (0.267, 1.238) 0.1526 

   Interaction        0.0852 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 26 (14.5) NR (27.2, NE) 84 20 (23.8) 7.4 (6.2, NE) 0.395 (0.216, 0.723) 0.0018 

   Third 34 3 (8.8) NR (15.5, NE) 14 2 (14.3) 7.7 (NE, NE) 0.280 (0.037, 2.118) 0.1902 

   Interaction        0.8572 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (NE, NE) 8 4 (50.0) 11.7 (0.1, NE) 0.152 (0.034, 0.683) 0.0047 

   Metastatic 180 26 (14.4) NR (27.2, NE) 90 18 (20.0) 7.4 (6.2, NE) 0.434 (0.232, 0.812) 0.0074 

   Interaction        0.0930 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 6 (46.2) 4.0 (1.2, NE) 8 2 (25.0) 6.2 (0.3, NE) 3.617 (0.435, 30.110) 0.1986 

   No 200 23 (11.5) NR (27.2, NE) 90 20 (22.2) 7.7 (6.3, NE) 0.301 (0.160, 0.566) <0.0001 

   Interaction        0.0394 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 3 (11.5) NR (NE, NE) 15 4 (26.7) NR (2.6, NE) 0.543 (0.120, 2.462) 0.4222 

   No 187 26 (13.9) NR (27.2, NE) 83 18 (21.7) 7.7 (6.2, NE) 0.383 (0.204, 0.716) 0.0019 

   Interaction        0.9064 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 14 (9.8) NR (NE, NE) 62 8 (12.9) NR (10.1, NE) 0.556 (0.231, 1.339) 0.1849 

   Age >= 65 Years 70 3 (4.3) NR (NE, NE) 36 6 (16.7) NR (NE, NE) 0.141 (0.032, 0.626) 0.0036 

   Interaction        0.1128 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3601



Protocol BGB-A317-303 Page 288 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 10 (6.0) NR (NE, NE) 71 5 (7.0) NR (NE, NE) 0.635 (0.214, 1.886) 0.4106 

   Female 47 7 (14.9) NR (16.2, NE) 27 9 (33.3) 10.1 (7.4, NE) 0.268 (0.094, 0.760) 0.0083 

   Interaction        0.2861 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3602



Protocol BGB-A317-303 Page 289 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 14 (8.4) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.466 (0.209, 1.041) 0.0572 

   White 38 3 (7.9) NR (12.0, NE) 12 2 (16.7) 10.1 (7.4, NE) 0.260 (0.041, 1.658) 0.1284 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.1, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.9961 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 14 (8.4) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.466 (0.209, 1.041) 0.0572 

   Europe 32 1 (3.1) NR (11.8, NE) 12 2 (16.7) 10.1 (7.4, NE) 0.085 (0.007, 0.996) 0.0155 

   Other 14 2 (14.3) NR (12.0, NE) 2 1 (50.0) NR (0.1, NE) 0.101 (0.006, 1.684) 0.0510 

   Interaction        0.4257 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 4 (8.0) NR (21.6, NE) 16 1 (6.3) NR (NE, NE) 0.714 (0.073, 7.007) 0.7714 

   1 163 13 (8.0) NR (NE, NE) 82 13 (15.9) NR (10.1, NE) 0.343 (0.156, 0.754) 0.0055 

   Interaction        0.4567 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 11 (7.2) NR (NE, NE) 61 5 (8.2) NR (7.4, NE) 0.624 (0.212, 1.839) 0.3891 

   Never 60 6 (10.0) NR (21.6, NE) 37 9 (24.3) NR (10.1, NE) 0.258 (0.088, 0.755) 0.0084 

   Interaction        0.2502 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 15 (12.0) NR (NE, NE) 59 9 (15.3) NR (10.1, NE) 0.585 (0.254, 1.348) 0.2042 

   Squamous 88 2 (2.3) NR (NE, NE) 39 5 (12.8) NR (NE, NE) 0.073 (0.008, 0.632) 0.0020 

   Interaction        0.0702 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 16 (11.2) NR (NE, NE) 71 10 (14.1) NR (10.1, NE) 0.553 (0.247, 1.235) 0.1440 

   Unknown 70 1 (1.4) NR (NE, NE) 27 4 (14.8) NR (2.6, NE) 0.075 (0.008, 0.679) 0.0030 

   Interaction        0.0615 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 10 (9.3) NR (NE, NE) 46 6 (13.0) NR (NE, NE) 0.438 (0.150, 1.283) 0.1227 

   Unknown 105 7 (6.7) NR (NE, NE) 52 8 (15.4) NR (10.1, NE) 0.333 (0.120, 0.924) 0.0266 

   Interaction        0.8746 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 12 (6.7) NR (NE, NE) 84 12 (14.3) NR (10.1, NE) 0.306 (0.134, 0.698) 0.0030 

   Third 34 5 (14.7) NR (NE, NE) 14 2 (14.3) NR (2.6, NE) 0.768 (0.145, 4.075) 0.7555 

   Interaction        0.4351 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (21.6, NE) 8 2 (25.0) 10.1 (2.6, NE) 0.000 (0.000, NE) 0.0006 

   Metastatic 180 16 (8.9) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.479 (0.223, 1.027) 0.0540 

   Interaction        0.2026 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (0.0, NE) 0.529 (0.033, 8.523) 0.6479 

   No 200 16 (8.0) NR (NE, NE) 90 13 (14.4) NR (10.1, NE) 0.359 (0.168, 0.764) 0.0058 

   Interaction        0.7730 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (NE, NE) 15 4 (26.7) NR (0.1, NE) 0.241 (0.044, 1.320) 0.0767 

   No 187 15 (8.0) NR (NE, NE) 83 10 (12.0) NR (10.1, NE) 0.439 (0.194, 0.997) 0.0436 

   Interaction        0.3124 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 9 (6.3) NR (NE, NE) 62 7 (11.3) NR (11.8, NE) 0.410 (0.150, 1.118) 0.0728 

   Age >= 65 Years 70 3 (4.3) NR (NE, NE) 36 4 (11.1) NR (NE, NE) 0.219 (0.044, 1.101) 0.0469 

   Interaction        0.5276 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 8 (4.8) NR (NE, NE) 71 3 (4.2) NR (NE, NE) 0.847 (0.221, 3.251) 0.8096 

   Female 47 4 (8.5) NR (16.2, NE) 27 8 (29.6) NR (11.8, NE) 0.156 (0.041, 0.596) 0.0020 

   Interaction        0.0844 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 10 (6.0) NR (NE, NE) 84 9 (10.7) NR (NE, NE) 0.402 (0.160, 1.011) 0.0458 

   White 38 2 (5.3) NR (NE, NE) 12 1 (8.3) NR (11.8, NE) 0.375 (0.032, 4.460) 0.4210 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.1, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.9771 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 10 (6.0) NR (NE, NE) 84 9 (10.7) NR (NE, NE) 0.402 (0.160, 1.011) 0.0458 

   Europe 32 1 (3.1) NR (11.8, NE) 12 1 (8.3) NR (11.8, NE) 0.141 (0.008, 2.357) 0.1147 

   Other 14 1 (7.1) NR (NE, NE) 2 1 (50.0) NR (0.1, NE) 0.101 (0.006, 1.684) 0.0510 

   Interaction        0.3976 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 4 (8.0) NR (21.6, NE) 16 1 (6.3) NR (NE, NE) 0.714 (0.073, 7.007) 0.7714 

   1 163 8 (4.9) NR (NE, NE) 82 10 (12.2) NR (11.8, NE) 0.280 (0.108, 0.729) 0.0057 

   Interaction        0.3871 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 9 (5.9) NR (NE, NE) 61 2 (3.3) NR (NE, NE) 1.336 (0.283, 6.313) 0.7140 

   Never 60 3 (5.0) NR (21.6, NE) 37 9 (24.3) NR (11.8, NE) 0.121 (0.031, 0.477) 0.0005 

   Interaction        0.0252 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 10 (8.0) NR (NE, NE) 59 8 (13.6) NR (11.8, NE) 0.433 (0.169, 1.112) 0.0742 

   Squamous 88 2 (2.3) NR (NE, NE) 39 3 (7.7) NR (NE, NE) 0.139 (0.014, 1.334) 0.0453 

   Interaction        0.4233 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 11 (7.7) NR (NE, NE) 71 9 (12.7) NR (11.8, NE) 0.417 (0.170, 1.027) 0.0508 

   Unknown 70 1 (1.4) NR (NE, NE) 27 2 (7.4) NR (NE, NE) 0.181 (0.016, 1.998) 0.1163 

   Interaction        0.3665 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 6 (5.6) NR (NE, NE) 46 6 (13.0) NR (NE, NE) 0.212 (0.058, 0.780) 0.0107 

   Unknown 105 6 (5.7) NR (NE, NE) 52 5 (9.6) NR (11.8, NE) 0.492 (0.149, 1.620) 0.2337 

   Interaction        0.3696 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 9 (5.0) NR (NE, NE) 84 10 (11.9) NR (11.8, NE) 0.284 (0.112, 0.720) 0.0050 

   Third 34 3 (8.8) NR (NE, NE) 14 1 (7.1) NR (NE, NE) 0.842 (0.083, 8.598) 0.8848 

   Interaction        0.4321 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (21.6, NE) 8 1 (12.5) 11.8 (NE, NE) 0.000 (0.000, NE) 0.0082 

   Metastatic 180 11 (6.1) NR (NE, NE) 90 10 (11.1) NR (NE, NE) 0.407 (0.170, 0.975) 0.0377 

   Interaction        0.6114 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.0, NE) 0.000 (0.000, NE) 0.2024 

   No 200 12 (6.0) NR (NE, NE) 90 10 (11.1) NR (11.8, NE) 0.356 (0.149, 0.851) 0.0158 

   Interaction        0.9914 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3625



Protocol BGB-A317-303 Page 312 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 3 (20.0) NR (0.1, NE) 0.000 (0.000, NE) 0.0186 

   No 187 12 (6.4) NR (NE, NE) 83 8 (9.6) NR (11.8, NE) 0.453 (0.181, 1.133) 0.0830 

   Interaction        0.9888 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 22 (15.4) NR (17.9, NE) 62 41 (66.1) 1.0 (0.6, 2.3) 0.098 (0.056, 0.171) <0.0001 

   Age >= 65 Years 70 13 (18.6) NR (11.1, NE) 36 19 (52.8) 2.0 (0.5, NE) 0.121 (0.052, 0.281) <0.0001 

   Interaction        0.4732 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 32 (19.3) NR (13.5, NE) 71 43 (60.6) 1.0 (0.6, 2.3) 0.134 (0.082, 0.219) <0.0001 

   Female 47 3 (6.4) NR (NE, NE) 27 17 (63.0) 3.1 (0.5, 5.3) 0.032 (0.007, 0.146) <0.0001 

   Interaction        0.0450 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 27 (16.2) NR (NE, NE) 84 52 (61.9) 0.9 (0.6, 1.6) 0.110 (0.066, 0.182) <0.0001 

   White 38 5 (13.2) NR (10.8, NE) 12 7 (58.3) 5.1 (0.5, NE) 0.043 (0.008, 0.224) <0.0001 

   Other 8 3 (37.5) 11.1 (1.0, NE) 2 1 (50.0) NR (0.5, NE) 0.177 (0.011, 2.946) 0.1757 

   Interaction        0.6160 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 27 (16.2) NR (NE, NE) 84 52 (61.9) 0.9 (0.6, 1.6) 0.110 (0.066, 0.182) <0.0001 

   Europe 32 4 (12.5) NR (9.1, NE) 12 7 (58.3) 5.1 (0.5, NE) 0.024 (0.003, 0.203) <0.0001 

   Other 14 4 (28.6) NR (4.1, NE) 2 1 (50.0) NR (0.5, NE) 0.242 (0.021, 2.737) 0.2143 

   Interaction        0.8012 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 9 (18.0) NR (17.9, NE) 16 10 (62.5) 0.7 (0.4, NE) 0.117 (0.041, 0.330) <0.0001 

   1 163 26 (16.0) NR (14.5, NE) 82 50 (61.0) 1.2 (0.6, 3.1) 0.105 (0.063, 0.176) <0.0001 

   Interaction        0.8699 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 31 (20.3) NR (13.5, NE) 61 39 (63.9) 1.0 (0.6, 2.4) 0.109 (0.063, 0.190) <0.0001 

   Never 60 4 (6.7) NR (NE, NE) 37 21 (56.8) 2.0 (0.6, 5.1) 0.056 (0.019, 0.171) <0.0001 

   Interaction        0.1029 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 14 (11.2) NR (NE, NE) 59 37 (62.7) 1.2 (0.6, 3.1) 0.067 (0.034, 0.131) <0.0001 

   Squamous 88 21 (23.9) NR (9.4, NE) 39 23 (59.0) 1.0 (0.5, NE) 0.175 (0.091, 0.334) <0.0001 

   Interaction        0.0384 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 17 (11.9) NR (NE, NE) 71 44 (62.0) 1.2 (0.6, 3.1) 0.071 (0.038, 0.132) <0.0001 

   Unknown 70 18 (25.7) NR (6.5, NE) 27 16 (59.3) 1.0 (0.5, NE) 0.193 (0.094, 0.399) <0.0001 

   Interaction        0.0220 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 16 (14.8) NR (NE, NE) 46 28 (60.9) 1.0 (0.6, NE) 0.082 (0.039, 0.174) <0.0001 

   Unknown 105 19 (18.1) NR (10.8, NE) 52 32 (61.5) 1.5 (0.6, 5.1) 0.131 (0.072, 0.238) <0.0001 

   Interaction        0.2529 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 28 (15.6) NR (NE, NE) 84 56 (66.7) 0.7 (0.6, 1.6) 0.089 (0.054, 0.147) <0.0001 

   Third 34 7 (20.6) NR (5.7, NE) 14 4 (28.6) 5.1 (1.0, NE) 0.383 (0.102, 1.435) 0.1362 

   Interaction        0.0205 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 9 (27.3) 13.5 (6.5, NE) 8 7 (87.5) 1.5 (0.3, 3.1) 0.136 (0.045, 0.413) <0.0001 

   Metastatic 180 26 (14.4) NR (NE, NE) 90 53 (58.9) 1.0 (0.6, 5.3) 0.098 (0.059, 0.164) <0.0001 

   Interaction        0.4242 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) 17.9 (NE, NE) 8 3 (37.5) NR (0.3, NE) 0.356 (0.058, 2.184) 0.2452 

   No 200 33 (16.5) NR (NE, NE) 90 57 (63.3) 1.0 (0.6, 2.3) 0.089 (0.054, 0.147) <0.0001 

   Interaction        0.1544 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 4 (15.4) 9.1 (6.0, NE) 15 9 (60.0) 0.5 (0.3, NE) 0.068 (0.014, 0.322) <0.0001 

   No 187 31 (16.6) NR (NE, NE) 83 51 (61.4) 1.4 (0.7, 3.1) 0.110 (0.067, 0.179) <0.0001 

   Interaction        0.9554 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 1 (0.7) NR (NE, NE) 62 36 (58.1) 1.4 (0.7, 3.1) 0.007 (0.001, 0.051) <0.0001 

   Age >= 65 Years 70 1 (1.4) NR (NE, NE) 36 16 (44.4) 5.1 (0.6, NE) 0.020 (0.003, 0.154) <0.0001 

   Interaction        0.4760 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 2 (1.2) NR (NE, NE) 71 37 (52.1) 1.6 (0.9, NE) 0.015 (0.004, 0.062) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 15 (55.6) 3.1 (0.5, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9876 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 2 (1.2) NR (NE, NE) 84 46 (54.8) 1.4 (0.6, NE) 0.013 (0.003, 0.055) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 5 (41.7) 5.1 (0.5, NE) 0.000 (0.000, NE) <0.0001 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.5, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3642



Protocol BGB-A317-303 Page 329 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 2 (1.2) NR (NE, NE) 84 46 (54.8) 1.4 (0.6, NE) 0.013 (0.003, 0.055) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 5 (41.7) 5.1 (0.5, NE) 0.000 (0.000, NE) <0.0001 

   Other 14 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.5, NE) 0.000 (0.000, NE) 0.0082 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 8 (50.0) 2.3 (0.5, NE) 0.000 (0.000, NE) <0.0001 

   1 163 2 (1.2) NR (NE, NE) 82 44 (53.7) 1.5 (0.7, 5.1) 0.014 (0.003, 0.056) <0.0001 

   Interaction        0.9872 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) NR (NE, NE) 61 33 (54.1) 1.4 (0.6, NE) 0.016 (0.004, 0.066) <0.0001 

   Never 60 0 (0.0) NR (NE, NE) 37 19 (51.4) 2.0 (0.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9861 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) NR (NE, NE) 59 32 (54.2) 1.6 (0.7, 5.1) 0.000 (0.000, NE) <0.0001 

   Squamous 88 2 (2.3) NR (NE, NE) 39 20 (51.3) 1.4 (0.6, NE) 0.029 (0.007, 0.127) <0.0001 

   Interaction        0.9864 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-fa.rtf 

3646



Protocol BGB-A317-303 Page 333 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 71 38 (53.5) 1.6 (0.7, 5.1) 0.000 (0.000, NE) <0.0001 

   Unknown 70 2 (2.9) NR (NE, NE) 27 14 (51.9) 2.0 (0.6, NE) 0.036 (0.008, 0.160) <0.0001 

   Interaction        0.9852 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) NR (NE, NE) 46 24 (52.2) 1.4 (0.6, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 105 2 (1.9) NR (NE, NE) 52 28 (53.8) 2.0 (0.6, 5.1) 0.021 (0.005, 0.090) <0.0001 

   Interaction        0.9874 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 1 (0.6) NR (NE, NE) 84 48 (57.1) 1.4 (0.6, 2.4) 0.006 (0.001, 0.043) <0.0001 

   Third 34 1 (2.9) NR (NE, NE) 14 4 (28.6) 5.1 (1.0, NE) 0.067 (0.007, 0.613) 0.0017 

   Interaction        0.0767 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (NE, NE) 8 7 (87.5) 1.9 (0.3, 3.1) 0.021 (0.003, 0.176) <0.0001 

   Metastatic 180 1 (0.6) NR (NE, NE) 90 45 (50.0) 1.6 (0.7, NE) 0.007 (0.001, 0.051) <0.0001 

   Interaction        0.3895 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 3 (37.5) NR (0.3, NE) 0.000 (0.000, NE) 0.0146 

   No 200 2 (1.0) NR (NE, NE) 90 49 (54.4) 1.6 (0.7, 5.1) 0.011 (0.003, 0.044) <0.0001 

   Interaction        0.9915 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 8 (53.3) 0.6 (0.4, NE) 0.000 (0.000, NE) <0.0001 

   No 187 2 (1.1) NR (NE, NE) 83 44 (53.0) 2.0 (1.0, 5.1) 0.012 (0.003, 0.049) <0.0001 

   Interaction        0.9878 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 6 (4.2) NR (NE, NE) 62 27 (43.5) 7.2 (1.5, NE) 0.067 (0.028, 0.164) <0.0001 

   Age >= 65 Years 70 8 (11.4) NR (NE, NE) 36 18 (50.0) 2.6 (0.3, NE) 0.141 (0.060, 0.333) <0.0001 

   Interaction        0.2828 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 12 (7.2) NR (NE, NE) 71 33 (46.5) 4.6 (1.6, NE) 0.096 (0.048, 0.190) <0.0001 

   Female 47 2 (4.3) NR (NE, NE) 27 12 (44.4) 14.8 (0.3, NE) 0.070 (0.016, 0.316) <0.0001 

   Interaction        0.6327 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 12 (7.2) NR (NE, NE) 84 37 (44.0) 4.6 (1.6, NE) 0.106 (0.054, 0.205) <0.0001 

   White 38 1 (2.6) NR (NE, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.038 (0.005, 0.317) <0.0001 

   Other 8 1 (12.5) NR (1.4, NE) 2 2 (100.0) 7.5 (0.3, NE) 0.098 (0.009, 1.110) 0.0214 

   Interaction        0.5989 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 12 (7.2) NR (NE, NE) 84 37 (44.0) 4.6 (1.6, NE) 0.106 (0.054, 0.205) <0.0001 

   Europe 32 1 (3.1) NR (NE, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.046 (0.005, 0.381) <0.0001 

   Other 14 1 (7.1) NR (NE, NE) 2 2 (100.0) 7.5 (0.3, NE) 0.058 (0.005, 0.670) 0.0021 

   Interaction        0.6466 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) NR (NE, NE) 16 7 (43.8) 14.8 (0.4, NE) 0.108 (0.028, 0.419) <0.0001 

   1 163 11 (6.7) NR (NE, NE) 82 38 (46.3) 4.6 (1.5, NE) 0.092 (0.046, 0.182) <0.0001 

   Interaction        0.8606 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 11 (7.2) NR (NE, NE) 61 32 (52.5) 2.6 (1.0, 7.2) 0.077 (0.038, 0.160) <0.0001 

   Never 60 3 (5.0) NR (NE, NE) 37 13 (35.1) NR (1.0, NE) 0.111 (0.032, 0.391) <0.0001 

   Interaction        0.7037 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 10 (8.0) NR (NE, NE) 59 23 (39.0) 14.8 (2.3, NE) 0.149 (0.070, 0.314) <0.0001 

   Squamous 88 4 (4.5) NR (NE, NE) 39 22 (56.4) 2.0 (0.3, NE) 0.036 (0.010, 0.123) <0.0001 

   Interaction        0.0586 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 10 (7.0) NR (NE, NE) 71 29 (40.8) 7.2 (2.3, NE) 0.119 (0.058, 0.245) <0.0001 

   Unknown 70 4 (5.7) NR (NE, NE) 27 16 (59.3) 1.5 (0.3, NE) 0.043 (0.012, 0.153) <0.0001 

   Interaction        0.2104 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 8 (7.4) NR (NE, NE) 46 19 (41.3) 4.6 (1.0, NE) 0.111 (0.047, 0.260) <0.0001 

   Unknown 105 6 (5.7) NR (NE, NE) 52 26 (50.0) 4.6 (1.0, NE) 0.079 (0.032, 0.193) <0.0001 

   Interaction        0.5565 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 12 (6.7) NR (NE, NE) 84 37 (44.0) 4.6 (2.3, NE) 0.101 (0.052, 0.195) <0.0001 

   Third 34 2 (5.9) NR (NE, NE) 14 8 (57.1) 0.3 (0.3, NE) 0.067 (0.014, 0.321) <0.0001 

   Interaction        0.2695 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 3 (37.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0002 

   Metastatic 180 14 (7.8) NR (NE, NE) 90 42 (46.7) 4.6 (1.6, NE) 0.105 (0.057, 0.195) <0.0001 

   Interaction        0.9836 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 3 (37.5) NR (0.3, NE) 0.162 (0.017, 1.570) 0.0762 

   No 200 13 (6.5) NR (NE, NE) 90 42 (46.7) 4.6 (1.6, NE) 0.088 (0.047, 0.166) <0.0001 

   Interaction        0.6433 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 4 (15.4) NR (10.0, NE) 15 6 (40.0) NR (0.3, NE) 0.220 (0.055, 0.886) 0.0200 

   No 187 10 (5.3) NR (NE, NE) 83 39 (47.0) 4.6 (1.5, NE) 0.074 (0.037, 0.150) <0.0001 

   Interaction        0.0667 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 0 (0.0) NR (NE, NE) 62 11 (17.7) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Age >= 65 Years 70 0 (0.0) NR (NE, NE) 36 5 (13.9) NR (4.5, NE) 0.000 (0.000, NE) 0.0002 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-fa.rtf 

3666



Protocol BGB-A317-303 Page 15 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 0 (0.0) NR (NE, NE) 71 13 (18.3) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 0.000 (0.000, NE) 0.0205 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-fa.rtf 

3667



Protocol BGB-A317-303 Page 16 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) NR (NE, NE) 84 15 (17.9) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.0752 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) NR (NE, NE) 84 15 (17.9) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.1025 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   1 163 0 (0.0) NR (NE, NE) 82 16 (19.5) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9977 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) NR (NE, NE) 61 11 (18.0) NR (4.5, NE) 0.000 (0.000, NE) <0.0001 

   Never 60 0 (0.0) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.000 (0.000, NE) 0.0032 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 8 (13.6) -- -- -- 

   Squamous 88 0 (0.0) -- 39 8 (20.5) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 71 10 (14.1) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 70 0 (0.0) NR (NE, NE) 27 6 (22.2) NR (2.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 8 (17.4) -- -- -- 

   Unknown 105 0 (0.0) -- 52 8 (15.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 4 (28.6) NR (0.3, NE) 0.000 (0.000, NE) 0.0010 

   Interaction        0.9997 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0423 

   Metastatic 180 0 (0.0) NR (NE, NE) 90 15 (16.7) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0516 

   No 200 0 (0.0) NR (NE, NE) 90 14 (15.6) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 2 (13.3) NR (2.3, NE) 0.000 (0.000, NE) 0.0809 

   No 187 0 (0.0) NR (NE, NE) 83 14 (16.9) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 1 (0.7) NR (NE, NE) 62 7 (11.3) NR (NE, NE) 0.052 (0.006, 0.424) 0.0001 

   Age >= 65 Years 70 0 (0.0) NR (NE, NE) 36 10 (27.8) NR (2.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9912 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 1 (0.6) NR (NE, NE) 71 12 (16.9) NR (NE, NE) 0.025 (0.003, 0.197) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 5 (18.5) NR (NE, NE) 0.000 (0.000, NE) 0.0020 

   Interaction        0.9912 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) NR (NE, NE) 84 15 (17.9) NR (NE, NE) 0.026 (0.003, 0.196) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 2 (16.7) NR (0.3, NE) 0.000 (0.000, NE) 0.0110 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) NR (NE, NE) 84 15 (17.9) NR (NE, NE) 0.026 (0.003, 0.196) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 2 (16.7) NR (0.3, NE) 0.000 (0.000, NE) 0.0195 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 0.000 (0.000, NE) 0.0771 

   1 163 1 (0.6) NR (NE, NE) 82 16 (19.5) NR (NE, NE) 0.023 (0.003, 0.179) <0.0001 

   Interaction        0.9920 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 1 (0.7) NR (NE, NE) 61 11 (18.0) NR (NE, NE) 0.023 (0.003, 0.190) <0.0001 

   Never 60 0 (0.0) NR (NE, NE) 37 6 (16.2) NR (NE, NE) 0.000 (0.000, NE) 0.0011 

   Interaction        0.9937 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 9 (15.3) -- -- -- 

   Squamous 88 1 (1.1) -- 39 8 (20.5) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 71 10 (14.1) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 70 1 (1.4) NR (NE, NE) 27 7 (25.9) NR (2.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9924 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) NR (NE, NE) 46 7 (15.2) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 105 1 (1.0) NR (NE, NE) 52 10 (19.2) NR (NE, NE) 0.040 (0.005, 0.315) <0.0001 

   Interaction        0.9916 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 1 (0.6) NR (NE, NE) 84 15 (17.9) NR (NE, NE) 0.025 (0.003, 0.190) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 2 (14.3) NR (NE, NE) 0.000 (0.000, NE) 0.0259 

   Interaction        0.9927 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (1.7, NE) 0.000 (0.000, NE) 0.0384 

   Metastatic 180 1 (0.6) NR (NE, NE) 90 16 (17.8) NR (NE, NE) 0.024 (0.003, 0.187) <0.0001 

   Interaction        0.9931 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.3, NE) 0.000 (0.000, NE) 0.2024 

   No 200 1 (0.5) NR (NE, NE) 90 16 (17.8) NR (NE, NE) 0.022 (0.003, 0.166) <0.0001 

   Interaction        0.9938 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (10.0, NE) 15 1 (6.7) NR (NE, NE) 0.000 (0.000, NE) 0.1880 

   No 187 0 (0.0) NR (NE, NE) 83 16 (19.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9887 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 1 (0.7) NR (NE, NE) 62 14 (22.6) NR (10.2, NE) 0.024 (0.003, 0.180) <0.0001 

   Age >= 65 Years 70 1 (1.4) NR (NE, NE) 36 12 (33.3) NR (2.0, NE) 0.031 (0.004, 0.237) <0.0001 

   Interaction        0.9933 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 0 (0.0) NR (NE, NE) 71 21 (29.6) 10.2 (7.2, NE) 0.000 (0.000, NE) <0.0001 

   Female 47 2 (4.3) NR (NE, NE) 27 5 (18.5) NR (NE, NE) 0.191 (0.037, 0.989) 0.0279 

   Interaction        0.9886 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) NR (NE, NE) 84 20 (23.8) NR (7.2, NE) 0.017 (0.002, 0.126) <0.0001 

   White 38 1 (2.6) NR (NE, NE) 12 5 (41.7) NR (0.3, NE) 0.047 (0.005, 0.409) 0.0001 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.8505 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) NR (NE, NE) 84 20 (23.8) NR (7.2, NE) 0.017 (0.002, 0.126) <0.0001 

   Europe 32 1 (3.1) NR (NE, NE) 12 5 (41.7) NR (0.3, NE) 0.057 (0.007, 0.493) 0.0004 

   Other 14 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0082 

   Interaction        0.7853 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (NE, NE) 16 5 (31.3) NR (0.9, NE) 0.054 (0.006, 0.461) 0.0002 

   1 163 1 (0.6) NR (NE, NE) 82 21 (25.6) 10.2 (7.2, NE) 0.015 (0.002, 0.118) <0.0001 

   Interaction        0.4664 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) NR (NE, NE) 61 21 (34.4) 10.2 (2.7, NE) 0.000 (0.000, NE) <0.0001 

   Never 60 2 (3.3) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.215 (0.042, 1.111) 0.0445 

   Interaction        0.9875 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 2 (1.6) NR (NE, NE) 59 13 (22.0) NR (10.2, NE) 0.056 (0.013, 0.252) <0.0001 

   Squamous 88 0 (0.0) NR (NE, NE) 39 13 (33.3) NR (2.0, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9873 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 2 (1.4) NR (NE, NE) 71 19 (26.8) NR (7.2, NE) 0.038 (0.009, 0.164) <0.0001 

   Unknown 70 0 (0.0) NR (NE, NE) 27 7 (25.9) NR (2.7, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9913 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 2 (1.9) NR (NE, NE) 46 12 (26.1) 10.2 (10.2, NE) 0.040 (0.009, 0.189) <0.0001 

   Unknown 105 0 (0.0) NR (NE, NE) 52 14 (26.9) NR (7.2, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9895 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) NR (NE, NE) 84 22 (26.2) NR (7.2, NE) 0.030 (0.007, 0.130) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 4 (28.6) NR (0.3, NE) 0.000 (0.000, NE) 0.0013 

   Interaction        0.9911 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.4, NE) 0.000 (0.000, NE) 0.0035 

   Metastatic 180 2 (1.1) NR (NE, NE) 90 24 (26.7) NR (7.2, NE) 0.028 (0.007, 0.121) <0.0001 

   Interaction        0.9910 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0644 

   No 200 2 (1.0) NR (NE, NE) 90 24 (26.7) NR (7.2, NE) 0.025 (0.006, 0.109) <0.0001 

   Interaction        0.9922 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 3 (20.0) NR (0.9, NE) 0.000 (0.000, NE) 0.0158 

   No 187 2 (1.1) NR (NE, NE) 83 23 (27.7) NR (7.2, NE) 0.026 (0.006, 0.113) <0.0001 

   Interaction        0.9930 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 6 (4.2) NR (NE, NE) 62 5 (8.1) NR (NE, NE) 0.455 (0.138, 1.500) 0.1856 

   Age >= 65 Years 70 3 (4.3) NR (NE, NE) 36 4 (11.1) NR (NE, NE) 0.274 (0.058, 1.293) 0.0826 

   Interaction        0.6579 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 7 (4.2) NR (NE, NE) 71 6 (8.5) NR (NE, NE) 0.456 (0.153, 1.361) 0.1495 

   Female 47 2 (4.3) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 0.261 (0.043, 1.596) 0.1206 

   Interaction        0.8016 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 5 (3.0) NR (NE, NE) 84 8 (9.5) NR (NE, NE) 0.283 (0.092, 0.868) 0.0188 

   White 38 4 (10.5) NR (NE, NE) 12 1 (8.3) NR (2.7, NE) 0.996 (0.109, 9.138) 0.9974 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.4779 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 5 (3.0) NR (NE, NE) 84 8 (9.5) NR (NE, NE) 0.283 (0.092, 0.868) 0.0188 

   Europe 32 3 (9.4) NR (15.5, NE) 12 1 (8.3) NR (2.7, NE) 0.833 (0.084, 8.272) 0.8760 

   Other 14 1 (7.1) NR (NE, NE) 2 0 (0.0) NR (NE, NE) 11001889.140 (0.000, 

NE) 

0.7055 

   Interaction        0.5378 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-fa.rtf 

3708



Protocol BGB-A317-303 Page 57 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 16 3 (18.8) NR (4.1, NE) 0.149 (0.024, 0.915) 0.0183 

   1 163 7 (4.3) NR (NE, NE) 82 6 (7.3) NR (NE, NE) 0.501 (0.166, 1.512) 0.2128 

   Interaction        0.3334 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 8 (5.2) NR (NE, NE) 61 4 (6.6) NR (NE, NE) 0.621 (0.183, 2.113) 0.4434 

   Never 60 1 (1.7) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.112 (0.013, 0.965) 0.0161 

   Interaction        0.1435 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 5 (4.0) NR (NE, NE) 59 8 (13.6) NR (NE, NE) 0.247 (0.081, 0.759) 0.0085 

   Squamous 88 4 (4.5) NR (NE, NE) 39 1 (2.6) NR (NE, NE) 1.310 (0.136, 12.598) 0.8146 

   Interaction        0.1603 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 7 (4.9) NR (NE, NE) 71 9 (12.7) NR (NE, NE) 0.308 (0.114, 0.835) 0.0148 

   Unknown 70 2 (2.9) NR (NE, NE) 27 0 (0.0) NR (NE, NE) 15186823.799 (0.000, 

NE) 

0.3781 

   Interaction        0.9899 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 5 (4.6) NR (NE, NE) 46 6 (13.0) NR (NE, NE) 0.211 (0.060, 0.750) 0.0090 

   Unknown 105 4 (3.8) NR (NE, NE) 52 3 (5.8) NR (NE, NE) 0.627 (0.140, 2.805) 0.5377 

   Interaction        0.3918 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 8 (4.5) NR (NE, NE) 84 7 (8.3) NR (NE, NE) 0.445 (0.160, 1.241) 0.1132 

   Third 34 1 (2.9) NR (NE, NE) 14 2 (14.3) NR (2.7, NE) 0.170 (0.015, 1.889) 0.1021 

   Interaction        0.4235 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Metastatic 180 9 (5.0) NR (NE, NE) 90 9 (10.0) NR (NE, NE) 0.404 (0.158, 1.030) 0.0506 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-fa.rtf 

3715



Protocol BGB-A317-303 Page 64 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (1.7, NE) 8 0 (0.0) NR (NE, NE) 49480009.777 (0.000, 

NE) 

0.2978 

   No 200 7 (3.5) NR (NE, NE) 90 9 (10.0) NR (NE, NE) 0.277 (0.101, 0.756) 0.0077 

   Interaction        0.9900 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 3 (11.5) NR (NE, NE) 15 2 (13.3) NR (NE, NE) 0.813 (0.136, 4.876) 0.8206 

   No 187 6 (3.2) NR (NE, NE) 83 7 (8.4) NR (NE, NE) 0.292 (0.097, 0.884) 0.0211 

   Interaction        0.3878 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 12 (8.4) NR (NE, NE) 62 9 (14.5) NR (NE, NE) 0.445 (0.185, 1.068) 0.0625 

   Age >= 65 Years 70 6 (8.6) NR (21.7, NE) 36 7 (19.4) NR (10.0, NE) 0.259 (0.082, 0.817) 0.0142 

   Interaction        0.5477 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 15 (9.0) NR (NE, NE) 71 14 (19.7) 10.0 (6.2, NE) 0.288 (0.134, 0.619) 0.0007 

   Female 47 3 (6.4) NR (19.1, NE) 27 2 (7.4) NR (NE, NE) 0.665 (0.109, 4.067) 0.6565 

   Interaction        0.4027 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 16 (9.6) NR (NE, NE) 84 16 (19.0) NR (6.2, NE) 0.332 (0.161, 0.685) 0.0018 

   White 38 2 (5.3) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 12649190.883 (0.000, 

NE) 

0.4968 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 16 (9.6) NR (NE, NE) 84 16 (19.0) NR (6.2, NE) 0.332 (0.161, 0.685) 0.0018 

   Europe 32 2 (6.3) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 13559796.161 (0.000, 

NE) 

0.4537 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 7 (14.0) NR (19.1, NE) 16 2 (12.5) NR (NE, NE) 0.732 (0.150, 3.578) 0.6995 

   1 163 11 (6.7) NR (NE, NE) 82 14 (17.1) NR (10.0, NE) 0.281 (0.124, 0.639) 0.0013 

   Interaction        0.2311 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 13 (8.5) NR (NE, NE) 61 10 (16.4) 10.0 (6.2, NE) 0.284 (0.115, 0.700) 0.0036 

   Never 60 5 (8.3) NR (NE, NE) 37 6 (16.2) NR (NE, NE) 0.429 (0.130, 1.416) 0.1522 

   Interaction        0.8068 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 8 (6.4) NR (NE, NE) 59 9 (15.3) NR (10.0, NE) 0.326 (0.124, 0.856) 0.0168 

   Squamous 88 10 (11.4) NR (21.7, NE) 39 7 (17.9) NR (4.2, NE) 0.375 (0.134, 1.050) 0.0526 

   Interaction        0.7750 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 10 (7.0) NR (NE, NE) 71 10 (14.1) NR (10.0, NE) 0.341 (0.139, 0.839) 0.0144 

   Unknown 70 8 (11.4) NR (21.7, NE) 27 6 (22.2) NR (4.2, NE) 0.341 (0.113, 1.030) 0.0459 

   Interaction        0.8387 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 7 (6.5) NR (NE, NE) 46 5 (10.9) NR (NE, NE) 0.443 (0.134, 1.464) 0.1695 

   Unknown 105 11 (10.5) NR (21.7, NE) 52 11 (21.2) NR (6.2, NE) 0.391 (0.168, 0.906) 0.0233 

   Interaction        0.8245 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 15 (8.4) NR (NE, NE) 84 14 (16.7) NR (10.0, NE) 0.374 (0.178, 0.785) 0.0069 

   Third 34 3 (8.8) 21.7 (21.7, NE) 14 2 (14.3) NR (1.2, NE) 0.186 (0.017, 2.056) 0.1239 

   Interaction        0.9504 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (NE, NE) 8 1 (12.5) NR (2.0, NE) 0.187 (0.012, 3.041) 0.1878 

   Metastatic 180 17 (9.4) NR (NE, NE) 90 15 (16.7) NR (10.0, NE) 0.392 (0.192, 0.803) 0.0080 

   Interaction        0.6190 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (1.8, NE) 0.000 (0.000, NE) 0.1757 

   No 200 18 (9.0) NR (NE, NE) 90 15 (16.7) NR (10.0, NE) 0.365 (0.179, 0.743) 0.0039 

   Interaction        0.9897 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (2.6, NE) 15 1 (6.7) NR (NE, NE) 1.302 (0.118, 14.387) 0.8291 

   No 187 16 (8.6) NR (NE, NE) 83 15 (18.1) NR (10.0, NE) 0.320 (0.155, 0.662) 0.0012 

   Interaction        0.3469 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 2 (1.4) -- 62 3 (4.8) -- -- -- 

   Age >= 65 Years 70 0 (0.0) -- 36 3 (8.3) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 2 (1.2) -- 71 5 (7.0) -- -- -- 

   Female 47 0 (0.0) -- 27 1 (3.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 2 (1.2) -- 84 6 (7.1) -- -- -- 

   White 38 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 8 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 2 (1.2) -- 84 6 (7.1) -- -- -- 

   Europe 32 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 14 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 1 (6.3) -- -- -- 

   1 163 2 (1.2) -- 82 5 (6.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) -- 61 2 (3.3) -- -- -- 

   Never 60 0 (0.0) -- 37 4 (10.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 5 (8.5) -- -- -- 

   Squamous 88 2 (2.3) -- 39 1 (2.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 71 5 (7.0) -- -- -- 

   Unknown 70 2 (2.9) -- 27 1 (3.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 2 (4.3) -- -- -- 

   Unknown 105 2 (1.9) -- 52 4 (7.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) -- 84 5 (6.0) -- -- -- 

   Third 34 0 (0.0) -- 14 1 (7.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) -- 8 1 (12.5) -- -- -- 

   Metastatic 180 2 (1.1) -- 90 5 (5.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 0 (0.0) -- -- -- 

   No 200 2 (1.0) -- 90 6 (6.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) -- 15 1 (6.7) -- -- -- 

   No 187 1 (0.5) -- 83 5 (6.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 9 (6.3) NR (NE, NE) 62 19 (30.6) NR (5.4, NE) 0.148 (0.066, 0.330) <0.0001 

   Age >= 65 Years 70 4 (5.7) NR (NE, NE) 36 17 (47.2) NR (0.4, NE) 0.091 (0.030, 0.270) <0.0001 

   Interaction        0.3430 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 11 (6.6) NR (NE, NE) 71 28 (39.4) NR (3.2, NE) 0.117 (0.058, 0.237) <0.0001 

   Female 47 2 (4.3) NR (NE, NE) 27 8 (29.6) NR (1.1, NE) 0.111 (0.023, 0.526) 0.0009 

   Interaction        0.8787 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 12 (7.2) NR (NE, NE) 84 35 (41.7) NR (1.1, NE) 0.117 (0.060, 0.228) <0.0001 

   White 38 1 (2.6) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.306 (0.019, 4.900) 0.3757 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.8406 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 12 (7.2) NR (NE, NE) 84 35 (41.7) NR (1.1, NE) 0.117 (0.060, 0.228) <0.0001 

   Europe 32 1 (3.1) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.365 (0.023, 5.833) 0.4571 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.7748 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 16 9 (56.3) 0.6 (0.3, NE) 0.043 (0.009, 0.205) <0.0001 

   1 163 11 (6.7) NR (NE, NE) 82 27 (32.9) NR (5.4, NE) 0.152 (0.075, 0.308) <0.0001 

   Interaction        0.1129 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 8 (5.2) NR (NE, NE) 61 23 (37.7) NR (3.2, NE) 0.093 (0.041, 0.212) <0.0001 

   Never 60 5 (8.3) NR (NE, NE) 37 13 (35.1) NR (1.0, NE) 0.179 (0.064, 0.505) 0.0003 

   Interaction        0.4347 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 7 (5.6) NR (NE, NE) 59 19 (32.2) NR (NE, NE) 0.134 (0.056, 0.321) <0.0001 

   Squamous 88 6 (6.8) NR (NE, NE) 39 17 (43.6) 5.4 (0.7, NE) 0.090 (0.033, 0.248) <0.0001 

   Interaction        0.7705 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 7 (4.9) NR (NE, NE) 71 23 (32.4) NR (NE, NE) 0.115 (0.049, 0.270) <0.0001 

   Unknown 70 6 (8.6) NR (NE, NE) 27 13 (48.1) 5.4 (0.3, NE) 0.103 (0.036, 0.291) <0.0001 

   Interaction        0.9180 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 5 (4.6) NR (NE, NE) 46 15 (32.6) NR (3.2, NE) 0.082 (0.027, 0.250) <0.0001 

   Unknown 105 8 (7.6) NR (NE, NE) 52 21 (40.4) NR (1.0, NE) 0.143 (0.063, 0.323) <0.0001 

   Interaction        0.5645 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 12 (6.7) NR (NE, NE) 84 31 (36.9) NR (3.2, NE) 0.133 (0.068, 0.260) <0.0001 

   Third 34 1 (2.9) NR (NE, NE) 14 5 (35.7) NR (0.3, NE) 0.065 (0.008, 0.558) 0.0009 

   Interaction        0.4146 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (NE, NE) 8 3 (37.5) NR (0.2, NE) 0.060 (0.006, 0.586) 0.0013 

   Metastatic 180 12 (6.7) NR (NE, NE) 90 33 (36.7) NR (5.4, NE) 0.132 (0.068, 0.257) <0.0001 

   Interaction        0.4645 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.480 (0.067, 3.438) 0.4552 

   No 200 11 (5.5) NR (NE, NE) 90 34 (37.8) NR (3.2, NE) 0.104 (0.052, 0.206) <0.0001 

   Interaction        0.1226 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 7 (26.9) NR (10.0, NE) 15 8 (53.3) 1.1 (0.3, NE) 0.277 (0.095, 0.806) 0.0123 

   No 187 6 (3.2) NR (NE, NE) 83 28 (33.7) NR (5.4, NE) 0.070 (0.029, 0.169) <0.0001 

   Interaction        0.0232 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 1 (0.7) NR (NE, NE) 62 16 (25.8) NR (5.4, NE) 0.021 (0.003, 0.156) <0.0001 

   Age >= 65 Years 70 1 (1.4) NR (NE, NE) 36 12 (33.3) NR (1.7, NE) 0.035 (0.005, 0.270) <0.0001 

   Interaction        0.7716 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 2 (1.2) NR (NE, NE) 71 22 (31.0) NR (5.4, NE) 0.028 (0.006, 0.120) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 6 (22.2) NR (NE, NE) 0.000 (0.000, NE) 0.0005 

   Interaction        0.9898 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 2 (1.2) NR (NE, NE) 84 28 (33.3) NR (5.4, NE) 0.026 (0.006, 0.110) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 2 (1.2) NR (NE, NE) 84 28 (33.3) NR (5.4, NE) 0.026 (0.006, 0.110) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 9 (56.3) 0.6 (0.3, NE) 0.000 (0.000, NE) <0.0001 

   1 163 2 (1.2) NR (NE, NE) 82 19 (23.2) NR (NE, NE) 0.040 (0.009, 0.174) <0.0001 

   Interaction        0.9871 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 1 (0.7) NR (NE, NE) 61 17 (27.9) NR (5.4, NE) 0.016 (0.002, 0.121) <0.0001 

   Never 60 1 (1.7) NR (NE, NE) 37 11 (29.7) NR (NE, NE) 0.045 (0.006, 0.352) <0.0001 

   Interaction        0.5648 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) NR (NE, NE) 59 15 (25.4) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Squamous 88 2 (2.3) NR (NE, NE) 39 13 (33.3) 5.4 (3.2, NE) 0.023 (0.003, 0.181) <0.0001 

   Interaction        0.9888 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 71 19 (26.8) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 70 2 (2.9) NR (NE, NE) 27 9 (33.3) NR (1.1, NE) 0.031 (0.004, 0.248) <0.0001 

   Interaction        0.9876 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) NR (NE, NE) 46 12 (26.1) NR (3.2, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 105 2 (1.9) NR (NE, NE) 52 16 (30.8) NR (5.4, NE) 0.049 (0.011, 0.215) <0.0001 

   Interaction        0.9888 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) NR (NE, NE) 84 26 (31.0) NR (5.4, NE) 0.027 (0.006, 0.116) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 2 (14.3) NR (NE, NE) 0.000 (0.000, NE) 0.0248 

   Interaction        0.9893 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0036 

   Metastatic 180 2 (1.1) NR (NE, NE) 90 26 (28.9) NR (5.4, NE) 0.029 (0.007, 0.123) <0.0001 

   Interaction        0.9906 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0623 

   No 200 2 (1.0) NR (NE, NE) 90 26 (28.9) NR (NE, NE) 0.026 (0.006, 0.111) <0.0001 

   Interaction        0.9916 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (10.0, NE) 15 7 (46.7) NR (0.3, NE) 0.000 (0.000, NE) <0.0001 

   No 187 1 (0.5) NR (NE, NE) 83 21 (25.3) NR (NE, NE) 0.017 (0.002, 0.127) <0.0001 

   Interaction        0.4107 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 0 (0.0) NR (NE, NE) 62 13 (21.0) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Age >= 65 Years 70 1 (1.4) NR (NE, NE) 36 12 (33.3) NR (2.6, NE) 0.035 (0.005, 0.271) <0.0001 

   Interaction        0.9916 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-fa.rtf 

3770



Protocol BGB-A317-303 Page 119 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 1 (0.6) NR (NE, NE) 71 20 (28.2) NR (5.4, NE) 0.017 (0.002, 0.127) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 5 (18.5) NR (NE, NE) 0.000 (0.000, NE) 0.0020 

   Interaction        0.9914 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) NR (NE, NE) 84 24 (28.6) NR (5.4, NE) 0.017 (0.002, 0.123) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.0752 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) NR (NE, NE) 84 24 (28.6) NR (5.4, NE) 0.017 (0.002, 0.123) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.1025 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 6 (37.5) NR (0.3, NE) 0.000 (0.000, NE) <0.0001 

   1 163 1 (0.6) NR (NE, NE) 82 19 (23.2) NR (NE, NE) 0.022 (0.003, 0.163) <0.0001 

   Interaction        0.9899 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) NR (NE, NE) 61 16 (26.2) NR (5.4, NE) 0.000 (0.000, NE) <0.0001 

   Never 60 1 (1.7) NR (NE, NE) 37 9 (24.3) NR (NE, NE) 0.058 (0.007, 0.460) 0.0002 

   Interaction        0.9875 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) NR (NE, NE) 59 15 (25.4) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Squamous 88 1 (1.1) NR (NE, NE) 39 10 (25.6) NR (5.4, NE) 0.033 (0.004, 0.262) <0.0001 

   Interaction        0.9890 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 71 17 (23.9) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 70 1 (1.4) NR (NE, NE) 27 8 (29.6) NR (2.6, NE) 0.035 (0.004, 0.283) <0.0001 

   Interaction        0.9888 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) NR (NE, NE) 46 11 (23.9) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 105 1 (1.0) NR (NE, NE) 52 14 (26.9) NR (NE, NE) 0.030 (0.004, 0.231) <0.0001 

   Interaction        0.9899 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 1 (0.6) NR (NE, NE) 84 20 (23.8) NR (NE, NE) 0.020 (0.003, 0.146) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 5 (35.7) NR (0.3, NE) 0.000 (0.000, NE) 0.0001 

   Interaction        0.9900 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 3 (37.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0002 

   Metastatic 180 1 (0.6) NR (NE, NE) 90 22 (24.4) NR (NE, NE) 0.019 (0.003, 0.139) <0.0001 

   Interaction        0.9928 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0575 

   No 200 1 (0.5) NR (NE, NE) 90 23 (25.6) NR (NE, NE) 0.016 (0.002, 0.120) <0.0001 

   Interaction        0.9924 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 7 (46.7) 2.3 (0.3, NE) 0.000 (0.000, NE) 0.0001 

   No 187 1 (0.5) NR (NE, NE) 83 18 (21.7) NR (NE, NE) 0.021 (0.003, 0.155) <0.0001 

   Interaction        0.9921 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 6 (4.2) NR (35.0, NE) 62 8 (12.9) NR (NE, NE) 0.218 (0.071, 0.675) 0.0038 

   Age >= 65 Years 70 8 (11.4) NR (NE, NE) 36 5 (13.9) NR (NE, NE) 0.746 (0.241, 2.307) 0.6105 

   Interaction        0.2016 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 13 (7.8) NR (35.0, NE) 71 11 (15.5) NR (NE, NE) 0.421 (0.187, 0.948) 0.0315 

   Female 47 1 (2.1) NR (NE, NE) 27 2 (7.4) NR (NE, NE) 0.240 (0.022, 2.685) 0.2094 

   Interaction        0.6672 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 11 (6.6) NR (35.0, NE) 84 13 (15.5) NR (NE, NE) 0.344 (0.152, 0.776) 0.0072 

   White 38 2 (5.3) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 13946300.479 (0.000, 

NE) 

0.4237 

   Other 8 1 (12.5) NR (3.9, NE) 2 0 (0.0) NR (NE, NE) 32376985.043 (0.000, 

NE) 

0.6547 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 11 (6.6) NR (35.0, NE) 84 13 (15.5) NR (NE, NE) 0.344 (0.152, 0.776) 0.0072 

   Europe 32 2 (6.3) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 15049388.938 (0.000, 

NE) 

0.3827 

   Other 14 1 (7.1) NR (3.9, NE) 2 0 (0.0) NR (NE, NE) 10344148.665 (0.000, 

NE) 

0.7518 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 4 (8.0) 35.0 (22.3, NE) 16 4 (25.0) NR (1.4, NE) 0.145 (0.027, 0.793) 0.0096 

   1 163 10 (6.1) NR (NE, NE) 82 9 (11.0) NR (NE, NE) 0.487 (0.197, 1.206) 0.1128 

   Interaction        0.3423 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 11 (7.2) NR (35.0, NE) 61 8 (13.1) NR (NE, NE) 0.464 (0.185, 1.167) 0.0949 

   Never 60 3 (5.0) NR (22.3, NE) 37 5 (13.5) NR (NE, NE) 0.288 (0.066, 1.255) 0.0804 

   Interaction        0.5864 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 8 (6.4) NR (35.0, NE) 59 6 (10.2) NR (NE, NE) 0.521 (0.180, 1.509) 0.2225 

   Squamous 88 6 (6.8) NR (NE, NE) 39 7 (17.9) NR (NE, NE) 0.350 (0.117, 1.045) 0.0492 

   Interaction        0.4350 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 8 (5.6) NR (35.0, NE) 71 7 (9.9) NR (NE, NE) 0.457 (0.164, 1.271) 0.1248 

   Unknown 70 6 (8.6) NR (NE, NE) 27 6 (22.2) NR (2.9, NE) 0.354 (0.114, 1.105) 0.0619 

   Interaction        0.5586 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 8 (7.4) NR (35.0, NE) 46 5 (10.9) NR (NE, NE) 0.408 (0.121, 1.374) 0.1352 

   Unknown 105 6 (5.7) NR (NE, NE) 52 8 (15.4) NR (NE, NE) 0.345 (0.120, 0.996) 0.0392 

   Interaction        0.6423 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 13 (7.3) NR (35.0, NE) 84 13 (15.5) NR (NE, NE) 0.406 (0.187, 0.880) 0.0184 

   Third 34 1 (2.9) NR (10.7, NE) 14 0 (0.0) NR (NE, NE) 10512739.005 (0.000, 

NE) 

0.7389 

   Interaction        0.9908 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12610029.884 (0.000, 

NE) 

0.6225 

   Metastatic 180 13 (7.2) NR (35.0, NE) 90 13 (14.4) NR (NE, NE) 0.416 (0.191, 0.904) 0.0224 

   Interaction        0.9884 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) 35.0 (NE, NE) 8 1 (12.5) NR (1.0, NE) 0.585 (0.037, 9.381) 0.7018 

   No 200 12 (6.0) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.373 (0.166, 0.839) 0.0132 

   Interaction        0.4615 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 3 (11.5) NR (3.9, NE) 15 3 (20.0) NR (2.1, NE) 0.582 (0.117, 2.901) 0.5043 

   No 187 11 (5.9) NR (35.0, NE) 83 10 (12.0) NR (NE, NE) 0.413 (0.174, 0.980) 0.0386 

   Interaction        0.9222 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 2 (1.4) -- 62 3 (4.8) -- -- -- 

   Age >= 65 Years 70 1 (1.4) -- 36 3 (8.3) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 2 (1.2) -- 71 5 (7.0) -- -- -- 

   Female 47 1 (2.1) -- 27 1 (3.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 2 (1.2) -- 84 6 (7.1) -- -- -- 

   White 38 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 8 1 (12.5) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-fa.rtf 

3798



Protocol BGB-A317-303 Page 147 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 2 (1.2) -- 84 6 (7.1) -- -- -- 

   Europe 32 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 14 1 (7.1) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 2 (12.5) -- -- -- 

   1 163 3 (1.8) -- 82 4 (4.9) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) -- 61 3 (4.9) -- -- -- 

   Never 60 1 (1.7) -- 37 3 (8.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 1 (0.8) -- 59 5 (8.5) -- -- -- 

   Squamous 88 2 (2.3) -- 39 1 (2.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 1 (0.7) -- 71 6 (8.5) -- -- -- 

   Unknown 70 2 (2.9) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 4 (8.7) -- -- -- 

   Unknown 105 3 (2.9) -- 52 2 (3.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 3 (1.7) -- 84 6 (7.1) -- -- -- 

   Third 34 0 (0.0) -- 14 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) -- 8 0 (0.0) -- -- -- 

   Metastatic 180 3 (1.7) -- 90 6 (6.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 1 (12.5) -- -- -- 

   No 200 3 (1.5) -- 90 5 (5.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-fa.rtf 

3807



Protocol BGB-A317-303 Page 156 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) -- 15 2 (13.3) -- -- -- 

   No 187 1 (0.5) -- 83 4 (4.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 3 (2.1) NR (NE, NE) 62 8 (12.9) NR (NE, NE) 0.147 (0.039, 0.556) 0.0012 

   Age >= 65 Years 70 1 (1.4) NR (NE, NE) 36 4 (11.1) NR (NE, NE) 0.114 (0.013, 1.024) 0.0196 

   Interaction        0.8782 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 4 (2.4) NR (NE, NE) 71 9 (12.7) NR (NE, NE) 0.169 (0.052, 0.550) 0.0008 

   Female 47 0 (0.0) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 0.000 (0.000, NE) 0.0205 

   Interaction        0.9924 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 3 (1.8) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.121 (0.034, 0.436) 0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.0752 

   Other 8 1 (12.5) NR (1.4, NE) 2 0 (0.0) NR (NE, NE) 12737130.131 (0.000, 

NE) 

0.6171 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 3 (1.8) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.121 (0.034, 0.436) 0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.1025 

   Other 14 1 (7.1) NR (NE, NE) 2 0 (0.0) NR (NE, NE) 11001889.140 (0.000, 

NE) 

0.7055 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-04-01-01-s-aesocpt-sub-ser-fa.rtf 

3812



Protocol BGB-A317-303 Page 5 of 52 
 

Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 0.323 (0.020, 5.165) 0.3997 

   1 163 3 (1.8) NR (NE, NE) 82 11 (13.4) NR (NE, NE) 0.122 (0.034, 0.440) 0.0001 

   Interaction        0.5602 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 3 (2.0) NR (NE, NE) 61 7 (11.5) NR (NE, NE) 0.149 (0.038, 0.579) 0.0015 

   Never 60 1 (1.7) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.113 (0.013, 0.969) 0.0175 

   Interaction        0.7979 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 3 (2.4) -- 59 6 (10.2) -- -- -- 

   Squamous 88 1 (1.1) -- 39 6 (15.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 3 (2.1) NR (NE, NE) 71 7 (9.9) NR (NE, NE) 0.198 (0.051, 0.766) 0.0096 

   Unknown 70 1 (1.4) NR (NE, NE) 27 5 (18.5) NR (2.6, NE) 0.061 (0.007, 0.525) 0.0007 

   Interaction        0.3909 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) NR (NE, NE) 46 4 (8.7) NR (NE, NE) 0.000 (0.000, NE) 0.0013 

   Unknown 105 4 (3.8) NR (NE, NE) 52 8 (15.4) NR (NE, NE) 0.222 (0.067, 0.739) 0.0076 

   Interaction        0.9902 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) NR (NE, NE) 84 9 (10.7) NR (NE, NE) 0.094 (0.020, 0.436) 0.0002 

   Third 34 2 (5.9) NR (NE, NE) 14 3 (21.4) NR (0.3, NE) 0.242 (0.040, 1.448) 0.0941 

   Interaction        0.4807 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0423 

   Metastatic 180 4 (2.2) NR (NE, NE) 90 11 (12.2) NR (NE, NE) 0.163 (0.052, 0.513) 0.0004 

   Interaction        0.9935 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0516 

   No 200 4 (2.0) NR (NE, NE) 90 10 (11.1) NR (NE, NE) 0.163 (0.051, 0.521) 0.0005 

   Interaction        0.9902 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (NE, NE) 15 2 (13.3) NR (NE, NE) 0.250 (0.023, 2.779) 0.2281 

   No 187 3 (1.6) NR (NE, NE) 83 10 (12.0) NR (NE, NE) 0.119 (0.033, 0.434) 0.0001 

   Interaction        0.5657 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 0 (0.0) -- 62 5 (8.1) -- -- -- 

   Age >= 65 Years 70 0 (0.0) -- 36 2 (5.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 0 (0.0) -- 71 5 (7.0) -- -- -- 

   Female 47 0 (0.0) -- 27 2 (7.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) -- 84 6 (7.1) -- -- -- 

   White 38 0 (0.0) -- 12 1 (8.3) -- -- -- 

   Other 8 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-04-01-01-s-aesocpt-sub-ser-fa.rtf 

3824



Protocol BGB-A317-303 Page 17 of 52 
 

Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) -- 84 6 (7.1) -- -- -- 

   Europe 32 0 (0.0) -- 12 1 (8.3) -- -- -- 

   Other 14 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 0 (0.0) -- -- -- 

   1 163 0 (0.0) -- 82 7 (8.5) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) -- 61 5 (8.2) -- -- -- 

   Never 60 0 (0.0) -- 37 2 (5.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 3 (5.1) -- -- -- 

   Squamous 88 0 (0.0) -- 39 4 (10.3) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 71 4 (5.6) -- -- -- 

   Unknown 70 0 (0.0) -- 27 3 (11.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 4 (8.7) -- -- -- 

   Unknown 105 0 (0.0) -- 52 3 (5.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) -- 84 5 (6.0) -- -- -- 

   Third 34 0 (0.0) -- 14 2 (14.3) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) -- 8 1 (12.5) -- -- -- 

   Metastatic 180 0 (0.0) -- 90 6 (6.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 1 (12.5) -- -- -- 

   No 200 0 (0.0) -- 90 6 (6.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 1 (6.7) -- -- -- 

   No 187 0 (0.0) -- 83 6 (7.2) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 0 (0.0) -- 62 2 (3.2) -- -- -- 

   Age >= 65 Years 70 0 (0.0) -- 36 3 (8.3) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 0 (0.0) -- 71 5 (7.0) -- -- -- 

   Female 47 0 (0.0) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) -- 84 5 (6.0) -- -- -- 

   White 38 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 8 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) -- 84 5 (6.0) -- -- -- 

   Europe 32 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 14 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 1 (6.3) -- -- -- 

   1 163 0 (0.0) -- 82 4 (4.9) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) -- 61 3 (4.9) -- -- -- 

   Never 60 0 (0.0) -- 37 2 (5.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 2 (3.4) -- -- -- 

   Squamous 88 0 (0.0) -- 39 3 (7.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 71 2 (2.8) -- -- -- 

   Unknown 70 0 (0.0) -- 27 3 (11.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 0 (0.0) -- -- -- 

   Unknown 105 0 (0.0) -- 52 5 (9.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) -- 84 4 (4.8) -- -- -- 

   Third 34 0 (0.0) -- 14 1 (7.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) -- 8 0 (0.0) -- -- -- 

   Metastatic 180 0 (0.0) -- 90 5 (5.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 1 (12.5) -- -- -- 

   No 200 0 (0.0) -- 90 4 (4.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 1 (6.7) -- -- -- 

   No 187 0 (0.0) -- 83 4 (4.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 19 (13.3) NR (NE, NE) 62 2 (3.2) NR (NE, NE) 3.605 (0.838, 15.505) 0.0654 

   Age >= 65 Years 70 10 (14.3) NR (NE, NE) 36 2 (5.6) NR (NE, NE) 2.043 (0.441, 9.469) 0.3514 

   Interaction        0.5924 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 27 (16.3) NR (NE, NE) 71 4 (5.6) NR (NE, NE) 2.369 (0.824, 6.812) 0.0992 

   Female 47 2 (4.3) NR (NE, NE) 27 0 (0.0) NR (NE, NE) 17186550.084 (0.000, 

NE) 

0.3262 

   Interaction        0.9909 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 24 (14.4) NR (NE, NE) 84 4 (4.8) NR (NE, NE) 2.555 (0.882, 7.398) 0.0733 

   White 38 3 (7.9) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 14351997.519 (0.000, 

NE) 

0.3111 

   Other 8 2 (25.0) NR (4.0, NE) 2 0 (0.0) NR (NE, NE) 33580632.652 (0.000, 

NE) 

0.5024 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 24 (14.4) NR (NE, NE) 84 4 (4.8) NR (NE, NE) 2.555 (0.882, 7.398) 0.0733 

   Europe 32 1 (3.1) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 14936843.582 (0.000, 

NE) 

0.5403 

   Other 14 4 (28.6) NR (4.0, NE) 2 0 (0.0) NR (NE, NE) 11228154.455 (0.000, 

NE) 

0.4358 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 5 (10.0) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 1.387 (0.161, 11.944) 0.7644 

   1 163 24 (14.7) NR (NE, NE) 82 3 (3.7) NR (NE, NE) 3.355 (1.006, 11.192) 0.0367 

   Interaction        0.4376 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 25 (16.3) NR (NE, NE) 61 3 (4.9) NR (NE, NE) 2.655 (0.796, 8.861) 0.0988 

   Never 60 4 (6.7) NR (NE, NE) 37 1 (2.7) NR (NE, NE) 2.380 (0.266, 21.301) 0.4238 

   Interaction        0.8558 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 16 (12.8) NR (NE, NE) 59 2 (3.4) NR (NE, NE) 3.385 (0.777, 14.749) 0.0844 

   Squamous 88 13 (14.8) NR (NE, NE) 39 2 (5.1) NR (NE, NE) 2.159 (0.480, 9.715) 0.3043 

   Interaction        0.6932 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 17 (11.9) NR (NE, NE) 71 2 (2.8) NR (NE, NE) 3.680 (0.847, 15.978) 0.0624 

   Unknown 70 12 (17.1) NR (NE, NE) 27 2 (7.4) NR (2.6, NE) 1.735 (0.381, 7.889) 0.4711 

   Interaction        0.5007 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 11 (10.2) NR (NE, NE) 46 1 (2.2) NR (NE, NE) 4.033 (0.517, 31.476) 0.1499 

   Unknown 105 18 (17.1) NR (NE, NE) 52 3 (5.8) NR (NE, NE) 2.661 (0.783, 9.045) 0.1031 

   Interaction        0.8155 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 25 (14.0) NR (NE, NE) 84 3 (3.6) NR (NE, NE) 3.394 (1.022, 11.272) 0.0339 

   Third 34 4 (11.8) NR (16.4, NE) 14 1 (7.1) NR (NE, NE) 1.199 (0.125, 11.527) 0.8751 

   Interaction        0.4236 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 4 (12.1) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12664289.673 (0.000, 

NE) 

0.3216 

   Metastatic 180 25 (13.9) NR (NE, NE) 90 4 (4.4) NR (NE, NE) 2.607 (0.902, 7.531) 0.0662 

   Interaction        0.9911 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (1.1, NE) 0.589 (0.037, 9.439) 0.7053 

   No 200 28 (14.0) NR (NE, NE) 90 3 (3.3) NR (NE, NE) 3.538 (1.071, 11.685) 0.0270 

   Interaction        0.2203 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (4.0, NE) 15 0 (0.0) NR (NE, NE) 54210260.900 (0.000, 

NE) 

0.2674 

   No 187 27 (14.4) NR (NE, NE) 83 4 (4.8) NR (NE, NE) 2.501 (0.871, 7.179) 0.0780 

   Interaction        0.9896 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  26AUG2024 04:48  t-14-03-01-02-04-01-01-s-aesocpt-sub-ser-fa.rtf 

 

3860



Protocol BGB-A317-303 Page 1 of 26 

Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Any TEAE: SOC - Blood and lymphatic system disorders
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T islelizumab: n = 179, events = 60, Median: NR, 95% CI: 10.0 - NE

Docetaxel: n = 84, events = 58, Median: 0.9, 95% CI: 0.5 - 1.5

HR (95% CI): 0.276 (0.190, 0.399)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Line of therapy: Third
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T islelizumab: n = 34, events = 11, Median: NR, 95% CI: 3.9 - NE

Docetaxel: n = 14, events = 11, Median: 0.3, 95% CI: 0.2 - 1.4

HR (95% CI): 0.098 (0.037, 0.262)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-socpt-sub.sas  26AUG2024 02:22  f-14-03-01-02-s-km-socpt-sub-teae-fa.rtf 

3862



Protocol BGB-A317-303 Page 3 of 26 

Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Sex: Male

Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia
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T islelizumab: n = 166, events = 5, Median: NR, 95% CI: NE - NE

Docetaxel: n = 71, events = 24, Median: 7.2, 95% CI: 2.6 - NE

HR (95% CI): 0.050 (0.018, 0.140)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Sex: Female

Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia
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T islelizumab: n = 47, events = 4, Median: NR, 95% CI: NE - NE

Docetaxel: n = 27, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.324 (0.091, 1.152)

Log-rank test p-value: 0.0700

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Smoking Status: Current or Former

Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

153 93 65 42 35 33 24 18 12 10 6 4 3 2 2 0

61 12 5 0 0 0 0 0 0 0 0 0 0 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

S
u
rv

iv
al

 P
ro

b
ab

il
it

y

T islelizumab: n = 153, events = 4, Median: NR, 95% CI: NE - NE

Docetaxel: n = 61, events = 23, Median: 7.2, 95% CI: 2.3 - NE

HR (95% CI): 0.037 (0.011, 0.124)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Smoking Status: Never

Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia
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T islelizumab: n = 60, events = 5, Median: NR, 95% CI: 17.6 - NE

Docetaxel: n = 37, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.366 (0.116, 1.156)

Log-rank test p-value: 0.0787

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Sex: Male

Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia
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T islelizumab: n = 166, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 71, events = 23, Median: NR, 95% CI: 2.7 - NE

HR (95% CI): 0.024 (0.006, 0.106)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Sex: Female

Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia
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T islelizumab: n = 47, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 27, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.247 (0.062, 0.992)

Log-rank test p-value: 0.0330

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Smoking Status: Current or Former

Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia
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T islelizumab: n = 153, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 61, events = 23, Median: NR, 95% CI: 2.0 - NE

HR (95% CI): 0.013 (0.002, 0.093)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Smoking Status: Never

Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia
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T islelizumab: n = 60, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 37, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.279 (0.070, 1.117)

Log-rank test p-value: 0.0545

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

ALK rearrangement at baseline: Wild type

Any TEAE: SOC - Gastrointestinal disorders
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T islelizumab: n = 108, events = 37, Median: NR, 95% CI: 7.4 - NE

Docetaxel: n = 46, events = 28, Median: 1.0, 95% CI: 0.4 - NE

HR (95% CI): 0.314 (0.187, 0.526)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

ALK rearrangement at baseline: Unknown

Any TEAE: SOC - Gastrointestinal disorders
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T islelizumab: n = 105, events = 45, Median: 9.1, 95% CI: 4.6 - 18.8

Docetaxel: n = 52, events = 25, Median: 4.5, 95% CI: 1.3 - NE

HR (95% CI): 0.710 (0.434, 1.160)

Log-rank test p-value: 0.1690

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Age: Age < 65 Years

Any TEAE: SOC - Investigations
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T islelizumab: n = 143, events = 90, Median: 2.1, 95% CI: 1.4 - 3.4

Docetaxel: n = 62, events = 37, Median: 1.5, 95% CI: 0.7 - 3.9

HR (95% CI): 0.803 (0.547, 1.178)

Log-rank test p-value: 0.2712

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Age: Age >= 65 Years

Any TEAE: SOC - Investigations
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T islelizumab: n = 70, events = 37, Median: 5.5, 95% CI: 1.8 - 22.5

Docetaxel: n = 36, events = 26, Median: 0.7, 95% CI: 0.3 - 1.4

HR (95% CI): 0.404 (0.243, 0.674)

Log-rank test p-value: 0.0004

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Brain metastases at baseline: Yes

Any TEAE: SOC - Nervous system disorders
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T islelizumab: n = 13, events = 6, Median: 4.0, 95% CI: 1.2 - NE

Docetaxel: n = 8, events = 2, Median: 6.2, 95% CI: 0.3 - NE

HR (95% CI): 3.617 (0.435, 30.110)

Log-rank test p-value: 0.1986

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Brain metastases at baseline: No

Any TEAE: SOC - Nervous system disorders

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
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T islelizumab: n = 200, events = 23, Median: NR, 95% CI: 27.2 - NE

Docetaxel: n = 90, events = 20, Median: 7.7, 95% CI: 6.3 - NE

HR (95% CI): 0.301 (0.160, 0.566)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Smoking Status: Current or Former

Any TEAE: SOC - Psychiatric disorders / PT - Insomnia
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T islelizumab: n = 153, events = 9, Median: NR, 95% CI: NE - NE

Docetaxel: n = 61, events = 2, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.336 (0.283, 6.313)

Log-rank test p-value: 0.7140

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Smoking Status: Never

Any TEAE: SOC - Psychiatric disorders / PT - Insomnia
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T islelizumab: n = 60, events = 3, Median: NR, 95% CI: 21.6 - NE

Docetaxel: n = 37, events = 9, Median: NR, 95% CI: 11.8 - NE

HR (95% CI): 0.121 (0.031, 0.477)

Log-rank test p-value: 0.0005

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-socpt-sub.sas  26AUG2024 02:22  f-14-03-01-02-s-km-socpt-sub-teae-fa.rtf 

3878



Protocol BGB-A317-303 Page 19 of 26 

Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Sex: Male

Any TEAE: SOC - Skin and subcutaneous tissue disorders
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T islelizumab: n = 166, events = 32, Median: NR, 95% CI: 13.5 - NE

Docetaxel: n = 71, events = 43, Median: 1.0, 95% CI: 0.6 - 2.3

HR (95% CI): 0.134 (0.082, 0.219)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Sex: Female

Any TEAE: SOC - Skin and subcutaneous tissue disorders
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T islelizumab: n = 47, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 27, events = 17, Median: 3.1, 95% CI: 0.5 - 5.3

HR (95% CI): 0.032 (0.007, 0.146)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Histology: Non-squamous

Any TEAE: SOC - Skin and subcutaneous tissue disorders
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T islelizumab: n = 125, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 59, events = 37, Median: 1.2, 95% CI: 0.6 - 3.1

HR (95% CI): 0.067 (0.034, 0.131)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Histology: Squamous

Any TEAE: SOC - Skin and subcutaneous tissue disorders
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T islelizumab: n = 88, events = 21, Median: NR, 95% CI: 9.4 - NE

Docetaxel: n = 39, events = 23, Median: 1.0, 95% CI: 0.5 - NE

HR (95% CI): 0.175 (0.091, 0.334)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

EGFR mutation at baseline: Wild type

Any TEAE: SOC - Skin and subcutaneous tissue disorders
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T islelizumab: n = 143, events = 17, Median: NR, 95% CI: NE - NE

Docetaxel: n = 71, events = 44, Median: 1.2, 95% CI: 0.6 - 3.1

HR (95% CI): 0.071 (0.038, 0.132)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

EGFR mutation at baseline: Unknown

Any TEAE: SOC - Skin and subcutaneous tissue disorders
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T islelizumab: n = 70, events = 18, Median: NR, 95% CI: 6.5 - NE

Docetaxel: n = 27, events = 16, Median: 1.0, 95% CI: 0.5 - NE

HR (95% CI): 0.193 (0.094, 0.399)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Line of therapy: Second

Any TEAE: SOC - Skin and subcutaneous tissue disorders
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T islelizumab: n = 179, events = 28, Median: NR, 95% CI: NE - NE

Docetaxel: n = 84, events = 56, Median: 0.7, 95% CI: 0.6 - 1.6

HR (95% CI): 0.089 (0.054, 0.147)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Line of therapy: Third

Any TEAE: SOC - Skin and subcutaneous tissue disorders
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T islelizumab: n = 34, events = 7, Median: NR, 95% CI: 5.7 - NE

Docetaxel: n = 14, events = 4, Median: 5.1, 95% CI: 1.0 - NE

HR (95% CI): 0.383 (0.102, 1.435)

Log-rank test p-value: 0.1362

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.3.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - 

Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Liver metastases at baseline: Yes

TEAE >= Grade 3: SOC - Investigations
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T islelizumab: n = 26, events = 7, Median: NR, 95% CI: 10.0 - NE

Docetaxel: n = 15, events = 8, Median: 1.1, 95% CI: 0.3 - NE

HR (95% CI): 0.277 (0.095, 0.806)

Log-rank test p-value: 0.0123

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.3.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - 

Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Liver metastases at baseline: No

TEAE >= Grade 3: SOC - Investigations
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T islelizumab: n = 187, events = 6, Median: NR, 95% CI: NE - NE

Docetaxel: n = 83, events = 28, Median: NR, 95% CI: 5.4 - NE

HR (95% CI): 0.070 (0.029, 0.169)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.4.s: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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No Subgroup has significant interactions for this analysis

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Table 14.3.1.3.1: 

Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

IRR 213 3 (1.4) NR (NE, NE) 98 3 (3.1) NR (NE, NE) 0.428 (0.086, 2.137) 0.2870 

 

IRR of Grade 1 and 2 213 3 (1.4) NR (NE, NE) 98 3 (3.1) NR (NE, NE) 0.428 (0.086, 2.137) 0.2870 

 

IRR >= Grade 3 213 0 (0.0) NR (NE, NE) 98 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

 

Serious IRR 213 0 (0.0) NR (NE, NE) 98 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 3, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.428 (0.086, 2.137)

Log-rank test p-value: 0.2870

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 3, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.428 (0.086, 2.137)

Log-rank test p-value: 0.2870

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): NE (NE, NE)

Log-rank test p-value: NE

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): NE (NE, NE)

Log-rank test p-value: NE

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviations: IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 1 (0.7) -- 62 2 (3.2) -- -- -- 

   Age >= 65 Years 70 2 (2.9) -- 36 1 (2.8) -- -- -- 

   Interaction        -- 

 

Sex         

   Male 166 2 (1.2) -- 71 3 (4.2) -- -- -- 

   Female 47 1 (2.1) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) -- 84 3 (3.6) -- -- -- 

   White 38 1 (2.6) -- 12 0 (0.0) -- -- -- 

   Other 8 1 (12.5) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) -- 84 3 (3.6) -- -- -- 

   Europe 32 1 (3.1) -- 12 0 (0.0) -- -- -- 

   Other 14 1 (7.1) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 1 (6.3) -- -- -- 

   1 163 3 (1.8) -- 82 2 (2.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) -- 61 1 (1.6) -- -- -- 

   Never 60 1 (1.7) -- 37 2 (5.4) -- -- -- 

   Interaction        -- 

 

Histology         

   Non-squamous 125 1 (0.8) -- 59 3 (5.1) -- -- -- 

   Squamous 88 2 (2.3) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 2 (1.4) -- 71 3 (4.2) -- -- -- 

   Unknown 70 1 (1.4) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

ALK rearrangement at baseline         

   Wild type 108 1 (0.9) -- 46 2 (4.3) -- -- -- 

   Unknown 105 2 (1.9) -- 52 1 (1.9) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) -- 84 3 (3.6) -- -- -- 

   Third 34 1 (2.9) -- 14 0 (0.0) -- -- -- 

   Interaction        -- 

 

Disease Stage         

   Locally advanced 33 1 (3.0) -- 8 1 (12.5) -- -- -- 

   Metastatic 180 2 (1.1) -- 90 2 (2.2) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 0 (0.0) -- -- -- 

   No 200 3 (1.5) -- 90 3 (3.3) -- -- -- 

   Interaction        -- 

 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 0 (0.0) -- -- -- 

   No 187 3 (1.6) -- 83 3 (3.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 1 (0.7) -- 62 2 (3.2) -- -- -- 

   Age >= 65 Years 70 2 (2.9) -- 36 1 (2.8) -- -- -- 

   Interaction        -- 

 

Sex         

   Male 166 2 (1.2) -- 71 3 (4.2) -- -- -- 

   Female 47 1 (2.1) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) -- 84 3 (3.6) -- -- -- 

   White 38 1 (2.6) -- 12 0 (0.0) -- -- -- 

   Other 8 1 (12.5) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) -- 84 3 (3.6) -- -- -- 

   Europe 32 1 (3.1) -- 12 0 (0.0) -- -- -- 

   Other 14 1 (7.1) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 1 (6.3) -- -- -- 

   1 163 3 (1.8) -- 82 2 (2.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) -- 61 1 (1.6) -- -- -- 

   Never 60 1 (1.7) -- 37 2 (5.4) -- -- -- 

   Interaction        -- 

 

Histology         

   Non-squamous 125 1 (0.8) -- 59 3 (5.1) -- -- -- 

   Squamous 88 2 (2.3) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 2 (1.4) -- 71 3 (4.2) -- -- -- 

   Unknown 70 1 (1.4) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

ALK rearrangement at baseline         

   Wild type 108 1 (0.9) -- 46 2 (4.3) -- -- -- 

   Unknown 105 2 (1.9) -- 52 1 (1.9) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) -- 84 3 (3.6) -- -- -- 

   Third 34 1 (2.9) -- 14 0 (0.0) -- -- -- 

   Interaction        -- 

 

Disease Stage         

   Locally advanced 33 1 (3.0) -- 8 1 (12.5) -- -- -- 

   Metastatic 180 2 (1.1) -- 90 2 (2.2) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 0 (0.0) -- -- -- 

   No 200 3 (1.5) -- 90 3 (3.3) -- -- -- 

   Interaction        -- 

 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 0 (0.0) -- -- -- 

   No 187 3 (1.6) -- 83 3 (3.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 0 (0.0) -- 62 0 (0.0) -- -- -- 

   Age >= 65 Years 70 0 (0.0) -- 36 0 (0.0) -- -- -- 

   Interaction        -- 

 

Sex         

   Male 166 0 (0.0) -- 71 0 (0.0) -- -- -- 

   Female 47 0 (0.0) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) -- 84 0 (0.0) -- -- -- 

   White 38 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 8 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) -- 84 0 (0.0) -- -- -- 

   Europe 32 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 14 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 0 (0.0) -- -- -- 

   1 163 0 (0.0) -- 82 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) -- 61 0 (0.0) -- -- -- 

   Never 60 0 (0.0) -- 37 0 (0.0) -- -- -- 

   Interaction        -- 

 

Histology         

   Non-squamous 125 0 (0.0) -- 59 0 (0.0) -- -- -- 

   Squamous 88 0 (0.0) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 71 0 (0.0) -- -- -- 

   Unknown 70 0 (0.0) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 0 (0.0) -- -- -- 

   Unknown 105 0 (0.0) -- 52 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) -- 84 0 (0.0) -- -- -- 

   Third 34 0 (0.0) -- 14 0 (0.0) -- -- -- 

   Interaction        -- 

 

Disease Stage         

   Locally advanced 33 0 (0.0) -- 8 0 (0.0) -- -- -- 

   Metastatic 180 0 (0.0) -- 90 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 0 (0.0) -- -- -- 

   No 200 0 (0.0) -- 90 0 (0.0) -- -- -- 

   Interaction        -- 

 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 0 (0.0) -- -- -- 

   No 187 0 (0.0) -- 83 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 143 0 (0.0) -- 62 0 (0.0) -- -- -- 

   Age >= 65 Years 70 0 (0.0) -- 36 0 (0.0) -- -- -- 

   Interaction        -- 

 

Sex         

   Male 166 0 (0.0) -- 71 0 (0.0) -- -- -- 

   Female 47 0 (0.0) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) -- 84 0 (0.0) -- -- -- 

   White 38 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 8 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) -- 84 0 (0.0) -- -- -- 

   Europe 32 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 14 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 0 (0.0) -- -- -- 

   1 163 0 (0.0) -- 82 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) -- 61 0 (0.0) -- -- -- 

   Never 60 0 (0.0) -- 37 0 (0.0) -- -- -- 

   Interaction        -- 

 

Histology         

   Non-squamous 125 0 (0.0) -- 59 0 (0.0) -- -- -- 

   Squamous 88 0 (0.0) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 71 0 (0.0) -- -- -- 

   Unknown 70 0 (0.0) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 0 (0.0) -- -- -- 

   Unknown 105 0 (0.0) -- 52 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) -- 84 0 (0.0) -- -- -- 

   Third 34 0 (0.0) -- 14 0 (0.0) -- -- -- 

   Interaction        -- 

 

Disease Stage         

   Locally advanced 33 0 (0.0) -- 8 0 (0.0) -- -- -- 

   Metastatic 180 0 (0.0) -- 90 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 0 (0.0) -- -- -- 

   No 200 0 (0.0) -- 90 0 (0.0) -- -- -- 

   Interaction        -- 

 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 0 (0.0) -- -- -- 

   No 187 0 (0.0) -- 83 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Abbreviation: IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 IRR include all patients with any Grade 1 or Grade 2 IRR. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.3.1.5.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADTTEAE1. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Table 14.2.3.6.1: 

Analysis of Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

Docetaxel 

(N = 103) 

Time to First Post-Treatment Anti-cancer Therapy (months)   

n 122 68 

Mean (SD) 0.94 (2.148) 1.17 (2.217) 

Median 0.23 0.41 

Min, Max -1.6, 15.6 -0.1, 11.5 

 

Time to First Post-Treatment Immunotherapy (months)   

n 11 19 

Mean (SD) 1.83 (3.506) 3.71 (6.580) 

Median 0.49 0.89 

Min, Max 0.1, 12.1 0.0, 23.6 

 

Post-Treatment Systemic Therapy Duration (months)   

n 113 58 

Mean (SD) 9.60 (7.407) 10.68 (9.322) 

Median 8.90 6.93 

Min, Max 0.0, 27.1 0.0, 34.6 

 

Data Source: ADSL ADEFPRE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Time to first post-treatment anti-cancer therapy is defined for patients with the use of post-treatment anti-cancer therapy as the time from end of study treatment to first dose of 

post-treatment anti-cancer therapy. There were 2 patients started new anti-cancer therapy before the treatment discontinuation. 
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Table 14.2.3.6.1: 

Analysis of Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

Docetaxel 

(N = 103) 

Post-Treatment Immunotherapy Duration (months)   

n 11 19 

Mean (SD) 11.40 (8.505) 9.59 (10.099) 

Median 12.16 4.86 

Min, Max 1.7, 25.1 1.1, 34.6 

 

Data Source: ADSL ADEFPRE. Data cutoff: 15JUL2021. Data extraction: 22OCT2021. 

Time to first post-treatment anti-cancer therapy is defined for patients with the use of post-treatment anti-cancer therapy as the time from end of study treatment to first dose of 

post-treatment anti-cancer therapy. There were 2 patients started new anti-cancer therapy before the treatment discontinuation. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-postanti.sas  26AUG2024 07:11  t-14-02-03-06-01-postanti-fa.rtf 

 

3925



Protocol BGB-A317-303 Page 1 of 3 

 

Table 14.1.1.2: 

Patient Disposition and Reasons for Discontinuation 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Number of Patients Randomized 214 (100.0) 103 (100.0) 317 (100.0) 

 

Patients Randomized, but not Treated 1 (0.5) 5 (4.9) 6 (1.9) 

Number of Patients Treated 213 (99.5) 98 (95.1) 311 (98.1) 

 

Data Source: ADSL. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Study follow-up time is defined as the time from the randomization date to date of death or end of study date (whichever occurs first) for patient discontinued from the study or 

the database cutoff date for ongoing patients. 
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Table 14.1.1.2: 

Patient Disposition and Reasons for Discontinuation 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Number of Patients Discontinued from Treatment 213 (99.5) 98 (95.1) 311 (98.1) 

Primary Reason for Treatment Discontinuation    

Radiographic Progressive Disease 99 (46.3) 67 (65.0) 166 (52.4) 

Loss of Clinical Benefit 53 (24.8) 0 (0.0) 53 (16.7) 

Adverse Event 23 (10.7) 13 (12.6) 36 (11.4) 

Withdraw by Subject 13 (6.1) 12 (11.7) 25 (7.9) 

Clinical Progressive Disease 11 (5.1) 3 (2.9) 14 (4.4) 

Physician Decision 4 (1.9) 2 (1.9) 6 (1.9) 

Study Terminated by Sponsor 0 (0.0) 1 (1.0) 1 (0.3) 

Other 10 (4.7) 0 (0.0) 10 (3.2) 

 

Data Source: ADSL. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Study follow-up time is defined as the time from the randomization date to date of death or end of study date (whichever occurs first) for patient discontinued from the study or 

the database cutoff date for ongoing patients. 
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Table 14.1.1.2: 

Patient Disposition and Reasons for Discontinuation 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Number of Patients Discontinued from Study 214 (100.0) 103 (100.0) 317 (100.0) 

Primary Reason for Study Discontinuation    

Death 166 (77.6) 82 (79.6) 248 (78.2) 

Study Terminated by Sponsor 29 (13.6) 14 (13.6) 43 (13.6) 

Withdrawal by Subject 3 (1.4) 6 (5.8) 9 (2.8) 

Lost to Follow-Up 7 (3.3) 1 (1.0) 8 (2.5) 

Other 9 (4.2) 0 (0.0) 9 (2.8) 

 

Study Follow-up Time (month) a    

n 214 103 317 

Mean (SD) 19.799 (15.7334) 16.109 (14.4973) 18.600 (15.4172) 

Median 15.261 10.185 13.799 

Q1, Q3 6.801, 29.470 5.355, 24.378 6.078, 27.959 

Min, Max 0.33, 63.08 0.07, 52.76 0.07, 63.08 

 

Data Source: ADSL. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Study follow-up time is defined as the time from the randomization date to date of death or end of study date (whichever occurs first) for patient discontinued from the study or 

the database cutoff date for ongoing patients. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-ds.sas  23AUG2024 03:58  t-14-01-01-02-ds-cl.rtf 

 

3928



Protocol BGB-A317-303 Page 1 of 10 

 

Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Age (years)    

n 214 103 317 

Mean (SD) 61.0 (8.53) 61.1 (9.14) 61.0 (8.72) 

Median 61.5 62.0 62.0 

Q1, Q3 55.0, 66.0 56.0, 68.0 56.0, 67.0 

Min, Max 39, 88 39, 80 39, 88 

 

Age Group, n (%)    

< 65 years 139 (65.0) 65 (63.1) 204 (64.4) 

≥ 65 - < 75 years 66 (30.8) 31 (30.1) 97 (30.6) 

≥ 75 - < 85 years 8 (3.7) 7 (6.8) 15 (4.7) 

≥ 85 years 1 (0.5) 0 (0.0) 1 (0.3) 

 

Sex, n (%)    

Male 166 (77.6) 76 (73.8) 242 (76.3) 

Female 48 (22.4) 27 (26.2) 75 (23.7) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  23AUG2024 03:58  t-14-01-02-01-demo-cl.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Race, n (%)    

American Indian or Alaska Native 7 (3.3) 1 (1.0) 8 (2.5) 

Asian 168 (78.5) 88 (85.4) 256 (80.8) 

Black or African American 0 (0.0) 1 (1.0) 1 (0.3) 

Native Hawaiian or Other Pacific Islander 0 (0.0) 0 (0.0) 0 (0.0) 

White 38 (17.8) 13 (12.6) 51 (16.1) 

Other 1 (0.5) 0 (0.0) 1 (0.3) 

 

Ethnicity, n (%)    

Hispanic NA NA NA 

Non-Hispanic NA NA NA 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  23AUG2024 03:58  t-14-01-02-01-demo-cl.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Country, n (%)    

Brazil 4 (1.9) 1 (1.0) 5 (1.6) 

Bulgaria 1 (0.5) 0 (0.0) 1 (0.3) 

China 167 (78.0) 88 (85.4) 255 (80.4) 

Lithuania 3 (1.4) 0 (0.0) 3 (0.9) 

Mexico 7 (3.3) 1 (1.0) 8 (2.5) 

New Zealand 4 (1.9) 0 (0.0) 4 (1.3) 

Poland 0 (0.0) 2 (1.9) 2 (0.6) 

Russia 20 (9.3) 6 (5.8) 26 (8.2) 

Slovakia 0 (0.0) 1 (1.0) 1 (0.3) 

Turkey 8 (3.7) 4 (3.9) 12 (3.8) 

 

Region, n (%)    

China 167 (78.0) 88 (85.4) 255 (80.4) 

ROW 47 (22.0) 15 (14.6) 62 (19.6) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  23AUG2024 03:58  t-14-01-02-01-demo-cl.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Weight (kg)    

n 214 103 317 

Mean (SD) 67.90 (12.089) 67.63 (13.237) 67.81 (12.453) 

Median 67.00 66.50 67.00 

Q1, Q3 60.00, 75.00 59.00, 75.00 59.60, 75.00 

Min, Max 35.0, 110.0 40.0, 107.0 35.0, 110.0 

 

BMI (kg/m^2)    

n 214 103 317 

Mean (SD) 24.16 (3.609) 24.59 (4.305) 24.30 (3.847) 

Median 23.85 23.88 23.88 

Q1, Q3 21.71, 26.64 21.55, 26.93 21.67, 26.78 

Min, Max 15.1, 38.5 16.9, 38.3 15.1, 38.5 

 

ECOG Performance Status, n (%)    

0 50 (23.4) 19 (18.4) 69 (21.8) 

1 164 (76.6) 84 (81.6) 248 (78.2) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  23AUG2024 03:58  t-14-01-02-01-demo-cl.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Smoking Status, n (%)    

Never 60 (28.0) 37 (35.9) 97 (30.6) 

Current 18 (8.4) 6 (5.8) 24 (7.6) 

Former 136 (63.6) 60 (58.3) 196 (61.8) 

 

PD-L1 Expression, n (%)    

≥ 1% 0 (0.0) 0 (0.0) 0 (0.0) 

< 1% 214 (100.0) 103 (100.0) 317 (100.0) 

 

Histology, n (%)    

Squamous 89 (41.6) 41 (39.8) 130 (41.0) 

Non-Squamous 125 (58.4) 62 (60.2) 187 (59.0) 

 

EGFR Mutation, n (%)    

Wild Type 143 (66.8) 75 (72.8) 218 (68.8) 

Mutant 0 (0.0) 0 (0.0) 0 (0.0) 

Unknown 71 (33.2) 28 (27.2) 99 (31.2) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  23AUG2024 03:58  t-14-01-02-01-demo-cl.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

ALK Rearrangement, n (%)    

Wild Type 108 (50.5) 48 (46.6) 156 (49.2) 

Translocated 0 (0.0) 0 (0.0) 0 (0.0) 

Unknown 106 (49.5) 55 (53.4) 161 (50.8) 

 

Line of Therapy, n (%)    

Second 180 (84.1) 88 (85.4) 268 (84.5) 

Third 34 (15.9) 15 (14.6) 49 (15.5) 

 

Disease Stage at Study Entry a, n (%)    

Locally Advanced 33 (15.4) 8 (7.8) 41 (12.9) 

Metastatic 181 (84.6) 95 (92.2) 276 (87.1) 

 

Brain Metastasis, n (%)    

Yes 13 (6.1) 9 (8.7) 22 (6.9) 

No 201 (93.9) 94 (91.3) 295 (93.1) 

 

Liver Metastasis, n (%)    

Yes 27 (12.6) 16 (15.5) 43 (13.6) 

No 187 (87.4) 87 (84.5) 274 (86.4) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  23AUG2024 03:58  t-14-01-02-01-demo-cl.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Baseline Target Lesions Sum of Diameters by 

Investigator (mm) 

   

n 202 100 302 

Mean (SD) 68.36 (40.944) 68.42 (41.331) 68.38 (41.004) 

Median 58.00 58.70 58.00 

Q1, Q3 40.00, 91.00 36.65, 89.00 38.00, 91.00 

Min, Max 10.0, 210.0 13.0, 198.0 10.0, 210.0 

 

Time from Initial Diagnosis to Study Entry a (Year)    

n 214 103 317 

Mean (SD) 1.274 (1.2236) 1.256 (1.0165) 1.268 (1.1588) 

Median 0.923 0.914 0.923 

Q1, Q3 0.600, 1.426 0.663, 1.437 0.621, 1.426 

Min, Max 0.20, 9.64 0.17, 5.77 0.17, 9.64 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  23AUG2024 03:58  t-14-01-02-01-demo-cl.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Time from Advanced/Metastatic Disease Diagnosis 

to Study Entry a (Month) 

   

n 214 103 317 

Mean (SD) 11.93 (8.355) 11.68 (10.087) 11.85 (8.939) 

Median 10.35 9.43 9.95 

Q1, Q3 6.28, 15.18 6.34, 14.29 6.34, 14.82 

Min, Max 0.6, 53.5 0.7, 69.1 0.6, 69.1 

 

Tumor Stage T, n (%)    

Tx 17 (7.9) 7 (6.8) 24 (7.6) 

T0 7 (3.3) 4 (3.9) 11 (3.5) 

Tis 0 (0.0) 0 (0.0) 0 (0.0) 

T1 21 (9.8) 4 (3.9) 25 (7.9) 

T2 40 (18.7) 19 (18.4) 59 (18.6) 

T3 40 (18.7) 19 (18.4) 59 (18.6) 

T4 89 (41.6) 50 (48.5) 139 (43.8) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  23AUG2024 03:58  t-14-01-02-01-demo-cl.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Tumor Stage N, n (%)    

NX 17 (7.9) 5 (4.9) 22 (6.9) 

N0 24 (11.2) 17 (16.5) 41 (12.9) 

N1 9 (4.2) 10 (9.7) 19 (6.0) 

N2 90 (42.1) 37 (35.9) 127 (40.1) 

N3 74 (34.6) 34 (33.0) 108 (34.1) 

 

Tumor Stage M, n (%)    

M0 33 (15.4) 8 (7.8) 41 (12.9) 

M1 181 (84.6) 95 (92.2) 276 (87.1) 

MX 0 (0.0) 0 (0.0) 0 (0.0) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  23AUG2024 03:58  t-14-01-02-01-demo-cl.rtf 
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Table 14.1.2.1: 

Summary of Demographics and Baseline Characteristics 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

 n (%) 

Docetaxel 

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Location of Distant Metastases, n (%) b    

Adrenal Glands 22 (10.3) 14 (13.6) 36 (11.4) 

Bone 75 (35.0) 29 (28.2) 104 (32.8) 

Brain 13 (6.1) 9 (8.7) 22 (6.9) 

Kidney 3 (1.4) 3 (2.9) 6 (1.9) 

Liver 27 (12.6) 16 (15.5) 43 (13.6) 

Lung 82 (38.3) 48 (46.6) 130 (41.0) 

Lymph Nodes 25 (11.7) 10 (9.7) 35 (11.0) 

Pleura/Pleural Effusion 70 (32.7) 40 (38.8) 110 (34.7) 

Pericardium/Pericardial Effusion 6 (2.8) 4 (3.9) 10 (3.2) 

Other 23 (10.7) 10 (9.7) 33 (10.4) 

 

Data Source: ADSL ADBASE ADTRSUM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: ROW, rest of the world; NA, not available. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-demo.sas  23AUG2024 03:58  t-14-01-02-01-demo-cl.rtf 
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Table 14.1.2.3: 

Prior Anti-Cancer Systemic Therapy 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Patients with any Prior Anticancer Systemic Therapy, n (%) 214 (100.0) 103 (100.0) 317 (100.0) 

 

Time from End of Last Therapy to Study Entry a (month)    

n 214 103 317 

Mean (SD) 4.67 (4.755) 4.25 (3.857) 4.53 (4.481) 

Median 2.69 2.86 2.76 

Q1, Q3 1.68, 5.88 1.74, 5.03 1.71, 5.49 

Min, Max 0.6, 27.3 0.0, 19.9 0.0, 27.3 

 

Type of Prior Therapy, n (%) b    

Chemotherapy 214 (100.0) 103 (100.0) 317 (100.0) 

Protein Kinase Inhibitors 3 (1.4) 3 (2.9) 6 (1.9) 

Immunotherapy 0 (0.0) 0 (0.0) 0 (0.0) 

Other 59 (27.6) 22 (21.4) 81 (25.6) 

 

Setting of Prior Therapy, n (%) b    

Metastatic 144 (67.3) 72 (69.9) 216 (68.1) 

Locally Advanced 67 (31.3) 25 (24.3) 92 (29.0) 

Neoadjuvant 4 (1.9) 3 (2.9) 7 (2.2) 

Adjuvant 20 (9.3) 22 (21.4) 42 (13.2) 

 

Data Source: ADSL ADCM ADBASE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

For patients with any prior anticancer therapy, percentages were based on N; for others, percentages were based on the number of patients with any prior anticancer therapy. 
a Study Entry date referred to randomization date in this study. 
b A patient was counted only once within each category, but may be counted in multiple categories. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-pr-drug.sas  23AUG2024 04:42  t-14-01-02-03-pr-drug-cl.rtf 
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Table 14.1.2.4: 

Prior Anti-Cancer Surgeries 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Patients with any Prior Anticancer Surgeries, n (%) 47 (22.0) 30 (29.1) 77 (24.3) 

 

Intention of Surgery, n (%) a    

Curative 37 (78.7) 26 (86.7) 63 (81.8) 

Palliative 11 (23.4) 6 (20.0) 17 (22.1) 

Other 1 (2.1) 0 (0.0) 1 (1.3) 

 

Time from Last Surgery to Study Entry b (month)    

n 47 30 77 

Mean (SD) 24.63 (22.123) 19.09 (14.489) 22.47 (19.589) 

Median 17.28 14.06 16.03 

Q1, Q3 8.97, 27.86 10.45, 25.30 9.63, 26.58 

Min, Max 3.2, 116.1 1.4, 69.3 1.4, 116.1 

 

Data Source: ADSL ADPR ADBASE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

For patients with any prior anticancer surgeries, percentages were based on N; for others, percentages were based on the number of patients with any prior anticancer surgeries. 
a A patient was counted only once within each category, but may be counted in multiple categories. 
b Study Entry date referred to randomization date in this study. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-pr-sg.sas  23AUG2024 04:42  t-14-01-02-04-pr-sg-cl.rtf 
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Table 14.1.2.5: 

Prior Anti-Cancer Radiotherapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

n (%) 

Docetaxel 

(N = 103) 

n (%) 

Total 

(N = 317) 

n (%) 

Patients with any Prior Anticancer Radiotherapy, n (%) 70 (32.7) 34 (33.0) 104 (32.8) 

 

Intent of Therapy, n (%) a    

Radical 26 (37.1) 9 (26.5) 35 (33.7) 

Neoadjuvant 0 (0.0) 1 (2.9) 1 (1.0) 

Adjuvant 2 (2.9) 3 (8.8) 5 (4.8) 

Palliative 43 (61.4) 22 (64.7) 65 (62.5) 

Missing 1 (1.4) 1 (2.9) 2 (1.9) 

 

Time from End of Last Radiotherapy to Study Entry b (month)    

n 70 34 104 

Mean (SD) 7.72 (6.771) 9.15 (10.554) 8.18 (8.176) 

Median 6.23 6.54 6.24 

Q1, Q3 2.17, 9.92 1.41, 12.85 1.99, 11.43 

Min, Max 0.0, 33.8 0.0, 41.2 0.0, 41.2 

 

Data Source: ADSL ADPR ADBASE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

For patients with any prior anticancer radiotherapy, percentages were based on N; for others, percentages were based on the number of patients with any prior anticancer 

radiotherapy. 
a A patient was counted only once within each category, but may be counted in multiple categories. 
b Study Entry date referred to randomization date in this study. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-pr-rdthrp.sas  23AUG2024 04:42  t-14-01-02-05-pr-rdthrp-cl.rtf 
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Table 14.1.2.6.1: 

Summary of Follow-up Time by Efficacy-related Endpoint 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Endpoint (Months) 

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Total 

(N = 317) 

Overall Survival a    

n 214 103 317 

Mean (SD) 19.67 (15.738) 16.06 (14.497) 18.50 (15.416) 

Median 14.75 10.18 13.80 

Q1, Q3 6.80, 29.47 5.36, 24.38 6.08, 27.89 

Min, Max 0.3, 63.1 0.1, 51.6 0.1, 63.1 

 

Progression-Free Survival b    

n 214 103 317 

Mean (SD) 7.40 (10.938) 4.69 (7.707) 6.52 (10.072) 

Median 2.27 2.14 2.23 

Q1, Q3 1.97, 8.28 1.48, 4.21 1.94, 6.37 

Min, Max 0.0, 61.7 0.0, 46.9 0.0, 61.7 

 

Data Source: ADSL, ADQS, ADEFPRE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Time from randomization to death or censoring date. 
b Time from randomization to the last progression-free survival event or censoring date. 
c Time from randomization to the last tumor assessment by investigator per RECIST 1.1. For patients without post-baseline tumor assessment, their last tumor assessment is 

considered as on date of randomization. Post-baseline tumor assessments after the initiation of new anti-cancer therapy were not considered. 
d Time from randomization to the last adequate PRO assessment. For patients without baseline or post-baseline PRO assessment, their last PRO assessment is considered as on date 

of randomization. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-sum-eff.sas  23AUG2024 04:43  t-14-01-02-06-01-sum-eff-cl.rtf 
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Table 14.1.2.6.1: 

Summary of Follow-up Time by Efficacy-related Endpoint 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Endpoint (Months) 

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Total 

(N = 317) 

Investigator Tumor Assessment c    

n 214 103 317 

Mean (SD) 9.51 (13.320) 4.50 (7.830) 7.88 (12.037) 

Median 3.99 2.10 2.92 

Q1, Q3 2.04, 10.35 1.18, 4.21 1.94, 7.92 

Min, Max 0.0, 62.4 0.0, 46.9 0.0, 62.4 

 

EORTC-QLQ-C30 d    

n 214 103 317 

Mean (SD) 9.52 (13.374) 4.54 (7.877) 7.90 (12.085) 

Median 3.68 2.10 3.06 

Q1, Q3 1.87, 9.89 0.82, 4.21 1.45, 8.05 

Min, Max 0.0, 63.1 0.0, 47.7 0.0, 63.1 

 

Data Source: ADSL, ADQS, ADEFPRE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Time from randomization to death or censoring date. 
b Time from randomization to the last progression-free survival event or censoring date. 
c Time from randomization to the last tumor assessment by investigator per RECIST 1.1. For patients without post-baseline tumor assessment, their last tumor assessment is 

considered as on date of randomization. Post-baseline tumor assessments after the initiation of new anti-cancer therapy were not considered. 
d Time from randomization to the last adequate PRO assessment. For patients without baseline or post-baseline PRO assessment, their last PRO assessment is considered as on date 

of randomization. 
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Table 14.1.2.6.1: 

Summary of Follow-up Time by Efficacy-related Endpoint 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Endpoint (Months) 

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Total 

(N = 317) 

EORTC-QLQ-LC13 d    

n 214 103 317 

Mean (SD) 9.52 (13.374) 4.54 (7.877) 7.90 (12.085) 

Median 3.68 2.10 3.06 

Q1, Q3 1.87, 9.89 0.82, 4.21 1.45, 8.05 

Min, Max 0.0, 63.1 0.0, 47.7 0.0, 63.1 

 

EQ-5D-VAS d    

n 214 103 317 

Mean (SD) 7.32 (11.769) 3.28 (6.772) 6.01 (10.572) 

Median 2.33 1.35 2.10 

Q1, Q3 0.03, 7.66 0.03, 3.29 0.03, 5.65 

Min, Max 0.0, 52.9 0.0, 47.7 0.0, 52.9 

 

Data Source: ADSL, ADQS, ADEFPRE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Time from randomization to death or censoring date. 
b Time from randomization to the last progression-free survival event or censoring date. 
c Time from randomization to the last tumor assessment by investigator per RECIST 1.1. For patients without post-baseline tumor assessment, their last tumor assessment is 

considered as on date of randomization. Post-baseline tumor assessments after the initiation of new anti-cancer therapy were not considered. 
d Time from randomization to the last adequate PRO assessment. For patients without baseline or post-baseline PRO assessment, their last PRO assessment is considered as on date 

of randomization. 
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Table 14.1.2.6.2: 

Summary of Follow-up Time by Safety-related Endpoint 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Endpoint (Months) 

Tislelizumab  

(N = 213) 

Docetaxel  

(N = 98) 

Total 

(N = 311) 

Safety for TEAEs except imAEs a    

n 213 98 311 

Mean (SD) 9.89 (13.291) 5.09 (7.824) 8.38 (12.040) 

Median 4.24 2.43 3.48 

Q1, Q3 2.27, 10.18 1.71, 4.50 2.14, 8.48 

Min, Max 0.3, 63.1 0.4, 48.6 0.3, 63.1 

 

Safety for imAEs b    

n 213 98 311 

Mean (SD) 11.53 (13.101) 6.86 (7.843) 10.06 (11.888) 

Median 6.37 4.39 5.29 

Q1, Q3 4.30, 12.16 3.65, 6.51 3.71, 10.22 

Min, Max 0.3, 63.1 0.4, 48.6 0.3, 63.1 

 

Data Source: ADSL, ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: TEAE, treatment-emergent adverse event; imAE, immune-mediated adverse event. 
a The time from the first dose date to the earliest date among date of death, study discontinuation date, cut-off date, last date of study treatment + 30 days, and the date of the 

initiation of new anticancer therapy. 
b The time from the first dose date to the earliest date among date of death, study discontinuation date, cut-off date, last date of study treatment + 90 days. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

Patients Who Received any Prior Medication 61 (28.6) 41 (41.8) 

 

BISPHOSPHONATES 13 (6.1) 7 (7.1) 

ZOLEDRONIC ACID 10 (4.7) 4 (4.1) 

IBANDRONATE SODIUM 2 (0.9) 0 (0.0) 

PAMIDRONATE DISODIUM 1 (0.5) 2 (2.0) 

ZOLEDRONIC ACID MONOHYDRATE 0 (0.0) 1 (1.0) 

 

NATURAL OPIUM ALKALOIDS 9 (4.2) 3 (3.1) 

OXYCODONE HYDROCHLORIDE 9 (4.2) 1 (1.0) 

MORPHINE HYDROCHLORIDE 1 (0.5) 1 (1.0) 

MORPHINE SULFATE 1 (0.5) 1 (1.0) 

OXYCODONE 0 (0.0) 1 (1.0) 

 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE 9 (4.2) 12 (12.2) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE 2 (0.9) 1 (1.0) 

AGRIMONIA PILOSA HERB;BERBERIS SPP. ROOT;FORSYTHIA SUSPENSA FRUIT;HIBISCUS 

MUTABILIS LEAF;IMPERATA CYLINDRICA RHIZOME;PERSICARIA 

CAPITATA;SINOMENIUM ACUTUM STEM 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ANGELICA SINENSIS ROOT;ASINI CORII COLLA;ASTRAGALUS MONGHOLICUS 

ROOT;EPIMEDIUM BREVICORNU HERB;LESPEDEZA BUERGERI;SOPHORA FLAVESCENS 

ROOT;ZIZIPHUS JUJUBA FRUIT 

1 (0.5) 0 (0.0) 

ANIMAL HORN NOS;BEAR BILE;FORSYTHIA SUSPENSA FRUIT;LONICERA JAPONICA 

FLOWER;SCUTELLARIA BAICALENSIS ROOT 

1 (0.5) 1 (1.0) 

ARCTIUM LAPPA FRUIT;CICADA SLOUGH;EPHEDRA SPP. HERB;ERIOBOTRYA JAPONICA 

LEAF;PERILLA FRUTESCENS FRUIT;PERILLA FRUTESCENS LEAF;PEUCEDANUM 

PRAERUPTORUM ROOT;PHERETIMA SPP.;SCHISANDRA CHINENSIS FRUIT 

1 (0.5) 1 (1.0) 

ATRACTYLODES MACROCEPHALA, RHIZOMA;DEER VELVET;DIOSCOREA OPPOSITIFOLIA 

RHIZOME;LABLAB PURPUREUS SEED;MORUS ALBA TWIG;ORYZA SATIVA 

FRUIT;PHELLODENDRON CHINENSE BARK;PLACENTA 

1 (0.5) 0 (0.0) 

BIDENS BITERNATA;CAFFEINE;CHLORPHENAMINE MALEATE;CHRYSANTHEMUM 

INDICUM FLOWER;ILEX ASPRELLA ROOT;MELICOPE PTELEIFOLIA;MENTHA CANADENSIS 

OIL;PARACETAMOL 

1 (0.5) 0 (0.0) 

BORNEOL;CALCIUM SULFATE;COW BEZOAR;GLYCYRRHIZA SPP.;PLATYCODON 

GRANDIFLORUS;REALGAR;RHEUM SPP.;SCUTELLARIA BAICALENSIS 

1 (0.5) 0 (0.0) 

SMILAX SPP. TUBER;SOPHORA FLAVESCENS ROOT 1 (0.5) 1 (1.0) 

TRAMETES ROBINIOPHILA 1 (0.5) 0 (0.0) 

ACONITUM KUSNEZOFFII ROOT;HERBAL NOS 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

AMBER (FOSSILIZED TREE RESIN);CODONOPSIS PILOSULA ROOT;NARDOSTACHYS 

JATAMANSI ROOT WITH RHIZOME;PANAX NOTOGINSENG ROOT;POLYGONATUM 

SIBIRICUM ROOT 

0 (0.0) 1 (1.0) 

ASTRAGALUS MONGHOLICUS ROOT;CIBOTIUM BAROMETZ RHIZOME;ECLIPTA 

PROSTRATA HERB;FALLOPIA MULTIFLORA ROOT TUBER;LIGUSTRUM LUCIDUM 

FRUIT;MORUS ALBA FRUIT;PAEONIA LACTIFLORA ROOT 

0 (0.0) 1 (1.0) 

ASTRAGALUS MONGHOLICUS ROOT;CODONOPSIS PILOSULA ROOT 0 (0.0) 2 (2.0) 

BLUMEA BALSAMIFERA HERB OIL;BORNEOL;MENTHA CANADENSIS OIL;MENTHOL 0 (0.0) 1 (1.0) 

OPHIOPOGON JAPONICUS ROOT TUBER;PANAX GINSENG 0 (0.0) 1 (1.0) 

PANAX NOTOGINSENG ROOT TOTAL SAPONIN EXTRACT 0 (0.0) 1 (1.0) 

SANGUISORBA OFFICINALIS 0 (0.0) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

GLUCOCORTICOIDS 8 (3.8) 15 (15.3) 

DEXAMETHASONE SODIUM PHOSPHATE 4 (1.9) 6 (6.1) 

BUDESONIDE 2 (0.9) 1 (1.0) 

DEXAMETHASONE ACETATE 1 (0.5) 4 (4.1) 

METHYLPREDNISOLONE 1 (0.5) 0 (0.0) 

METHYLPREDNISOLONE SODIUM SUCCINATE 1 (0.5) 1 (1.0) 

DEXAMETHASONE 0 (0.0) 4 (4.1) 

HYDROCORTISONE SODIUM SUCCINATE 0 (0.0) 1 (1.0) 

PREDNISOLONE 0 (0.0) 1 (1.0) 

 

MUCOLYTICS 8 (3.8) 6 (6.1) 

AMBROXOL HYDROCHLORIDE 5 (2.3) 2 (2.0) 

ACETYLCYSTEINE 1 (0.5) 1 (1.0) 

AMBROXOL 1 (0.5) 2 (2.0) 

BROMHEXINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CARBOCISTEINE 1 (0.5) 0 (0.0) 

CHYMOTRYPSIN 1 (0.5) 0 (0.0) 

ERDOSTEINE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PROTON PUMP INHIBITORS 8 (3.8) 8 (8.2) 

LANSOPRAZOLE 3 (1.4) 2 (2.0) 

OMEPRAZOLE 2 (0.9) 1 (1.0) 

ILAPRAZOLE 1 (0.5) 0 (0.0) 

OMEPRAZOLE SODIUM 1 (0.5) 1 (1.0) 

PANTOPRAZOLE 1 (0.5) 3 (3.1) 

PANTOPRAZOLE SODIUM SESQUIHYDRATE 1 (0.5) 2 (2.0) 

 

AMIDES 7 (3.3) 4 (4.1) 

LIDOCAINE HYDROCHLORIDE 5 (2.3) 0 (0.0) 

LIDOCAINE 2 (0.9) 3 (3.1) 

LIDOCAINE HYDROCHLORIDE;MENTHOL 0 (0.0) 1 (1.0) 

 

OTHER SYSTEMIC HEMOSTATICS 7 (3.3) 1 (1.0) 

HAEMOCOAGULASE 5 (2.3) 1 (1.0) 

ETAMSILATE 2 (0.9) 0 (0.0) 

CARBAZOCHROME SODIUM SULFONATE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

AMINO ACIDS 4 (1.9) 2 (2.0) 

ALANYL GLUTAMINE 2 (0.9) 0 (0.0) 

AMINOMETHYLBENZOIC ACID 2 (0.9) 0 (0.0) 

SODIUM CHLORIDE;TRANEXAMIC ACID 0 (0.0) 1 (1.0) 

TRANEXAMIC ACID 0 (0.0) 1 (1.0) 

 

ANILIDES 4 (1.9) 1 (1.0) 

PARACETAMOL 2 (0.9) 1 (1.0) 

AMANTADINE HYDROCHLORIDE;CAFFEINE;CHLORPHENAMINE MALEATE;COW 

BEZOAR;PARACETAMOL 

1 (0.5) 0 (0.0) 

CAFFEINE;PARACETAMOL 1 (0.5) 0 (0.0) 

 

COMBINATIONS OF PENICILLINS, INCL. BETA-LACTAMASE INHIBITORS 4 (1.9) 0 (0.0) 

PIPERACILLIN SODIUM;TAZOBACTAM SODIUM 2 (0.9) 0 (0.0) 

AMOXICILLIN;CLAVULANATE POTASSIUM 1 (0.5) 0 (0.0) 

MEZLOCILLIN;SULBACTAM 1 (0.5) 0 (0.0) 

PIPERACILLIN SODIUM;TAZOBACTAM 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OSMOTICALLY ACTING LAXATIVES 4 (1.9) 0 (0.0) 

LACTULOSE 2 (0.9) 0 (0.0) 

MANNITOL 2 (0.9) 0 (0.0) 

 

OTHER OPIOIDS 4 (1.9) 1 (1.0) 

TRAMADOL HYDROCHLORIDE 4 (1.9) 1 (1.0) 

 

THIRD-GENERATION CEPHALOSPORINS 4 (1.9) 1 (1.0) 

CEFOPERAZONE SODIUM;SULBACTAM SODIUM 2 (0.9) 0 (0.0) 

CEFOPERAZONE SODIUM;TAZOBACTAM 1 (0.5) 0 (0.0) 

CEFTAZIDIME 1 (0.5) 0 (0.0) 

CEFOTAXIME 0 (0.0) 1 (1.0) 

 

XANTHINES 4 (1.9) 3 (3.1) 

DOXOFYLLINE 3 (1.4) 1 (1.0) 

AMINOPHYLLINE 2 (0.9) 1 (1.0) 

THEOPHYLLINE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ACETIC ACID DERIVATIVES AND RELATED SUBSTANCES 3 (1.4) 0 (0.0) 

DICLOFENAC 1 (0.5) 0 (0.0) 

DICLOFENAC SODIUM 1 (0.5) 0 (0.0) 

INDOMETACIN 1 (0.5) 0 (0.0) 

 

OPIUM DERIVATIVES AND EXPECTORANTS 3 (1.4) 0 (0.0) 

PAPAVER SOMNIFERUM POWDER;PLATYCODON GRANDIFLORUS;POTASSIUM SULFATE 2 (0.9) 0 (0.0) 

BROMPHENIRAMINE MALEATE;CODEINE PHOSPHATE;EPHEDRINE 

HYDROCHLORIDE;GUAIFENESIN 

1 (0.5) 0 (0.0) 

 

OTHER AMINOGLYCOSIDES 3 (1.4) 0 (0.0) 

AMIKACIN 1 (0.5) 0 (0.0) 

ETIMICIN SULFATE 1 (0.5) 0 (0.0) 

GENTAMICIN 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER IMMUNOSTIMULANTS 3 (1.4) 5 (5.1) 

LENTINAN 1 (0.5) 0 (0.0) 

RIBONUCLEIC ACID 1 (0.5) 3 (3.1) 

UBENIMEX 1 (0.5) 0 (0.0) 

AMINO ACIDS NOS;NUCLEIC ACID NOS;POLYPEPTIDE 0 (0.0) 1 (1.0) 

LEUCOGEN 0 (0.0) 1 (1.0) 

THYMALFASIN 0 (0.0) 2 (2.0) 

 

SOLUTIONS FOR PARENTERAL NUTRITION 3 (1.4) 2 (2.0) 

AMINO ACIDS NOS 2 (0.9) 1 (1.0) 

ALANINE;ARGININE HYDROCHLORIDE;ASPARTIC ACID;CYSTEINE 

HYDROCHLORIDE;GLUTAMIC ACID;GLYCINE;HISTIDINE 

HYDROCHLORIDE;ISOLEUCINE;LEUCINE;LYSINE 

HYDROCHLORIDE;METHIONINE;PHENYLALANINE;PROLINE;SERINE;THREONINE;TRYPTO

PHAN, L-;TYROSINE;VALINE;XYLITOL 

1 (0.5) 0 (0.0) 

GLYCEROL;GLYCINE MAX SEED OIL;LECITHIN;MEDIUM-CHAIN TRIGLYCERIDES 1 (0.5) 0 (0.0) 

GLUCOSE 0 (0.0) 1 (1.0) 

 

SOLUTIONS PRODUCING OSMOTIC DIURESIS 3 (1.4) 0 (0.0) 

MANNITOL 3 (1.4) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

BENZODIAZEPINE DERIVATIVES 2 (0.9) 2 (2.0) 

ALPRAZOLAM 1 (0.5) 0 (0.0) 

ESTAZOLAM 1 (0.5) 1 (1.0) 

MIDAZOLAM 0 (0.0) 1 (1.0) 

 

BIGUANIDES 2 (0.9) 0 (0.0) 

METFORMIN HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

CONTACT LAXATIVES 2 (0.9) 1 (1.0) 

SENNA ALEXANDRINA 1 (0.5) 0 (0.0) 

SENNA ALEXANDRINA LEAF EXTRACT 1 (0.5) 1 (1.0) 

 

COXIBS 2 (0.9) 0 (0.0) 

CELECOXIB 2 (0.9) 0 (0.0) 

 

DIAZEPINES, OXAZEPINES, THIAZEPINES AND OXEPINES 2 (0.9) 0 (0.0) 

OLANZAPINE 2 (0.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

FLUOROQUINOLONES 2 (0.9) 1 (1.0) 

LEVOFLOXACIN 1 (0.5) 0 (0.0) 

LEVOFLOXACIN LACTATE 1 (0.5) 0 (0.0) 

LEVOFLOXACIN HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

INSULINS AND ANALOGUES FOR INJECTION, FAST-ACTING 2 (0.9) 1 (1.0) 

INSULIN 1 (0.5) 1 (1.0) 

INSULIN HUMAN 1 (0.5) 0 (0.0) 

 

LIVER THERAPY 2 (0.9) 2 (2.0) 

DIAMMONIUM GLYCYRRHIZINATE 1 (0.5) 1 (1.0) 

DIISOPROPYLAMINE DICHLOROACETATE 1 (0.5) 0 (0.0) 

GLYCYRRHIZIC ACID, AMMONIUM SALT 0 (0.0) 1 (1.0) 

MAGNESIUM ISOGLYCYRRHIZINATE 0 (0.0) 1 (1.0) 

POLYENE PHOSPHATIDYLCHOLINE 0 (0.0) 2 (2.0) 

 

LOCAL HEMOSTATICS 2 (0.9) 0 (0.0) 

EPINEPHRINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OPIOIDS IN COMBINATION WITH NON-OPIOID ANALGESICS 2 (0.9) 2 (2.0) 

OXYCODONE;PARACETAMOL 1 (0.5) 0 (0.0) 

PARACETAMOL;TRAMADOL HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CODEINE PHOSPHATE;IBUPROFEN 0 (0.0) 1 (1.0) 

DIHYDROCODEINE BITARTRATE;PARACETAMOL 0 (0.0) 1 (1.0) 

 

OPIUM ALKALOIDS AND DERIVATIVES 2 (0.9) 1 (1.0) 

CODEINE 1 (0.5) 0 (0.0) 

CODEINE PHOSPHATE 1 (0.5) 0 (0.0) 

CODEINE;ETHYLMORPHINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

OTHER ANALGESICS AND ANTIPYRETICS 2 (0.9) 0 (0.0) 

GABAPENTIN 2 (0.9) 0 (0.0) 

 

OTHER ANTINEOPLASTIC AGENTS 2 (0.9) 0 (0.0) 

DISODIUM CANTHARIDINATE;PYRIDOXINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER CARDIAC PREPARATIONS 2 (0.9) 2 (2.0) 

PHOSPHOCREATINE SODIUM 2 (0.9) 1 (1.0) 

SODIUM CHLORIDE;UBIDECARENONE 1 (0.5) 1 (1.0) 

MEGLUMINE ADENOSINE CYCLOPHOSPHATE 0 (0.0) 1 (1.0) 

 

ALPHA GLUCOSIDASE INHIBITORS 1 (0.5) 0 (0.0) 

ACARBOSE 1 (0.5) 0 (0.0) 

 

AMINO ACIDS, INCL. COMBINATIONS WITH POLYPEPTIDES 1 (0.5) 0 (0.0) 

(RS)-3 METHYL-2-OXOVALERIANIC ACID CALCIUM;(RS)-3-METHYL-2-OXOBUTYRIC ACID 

CALCIUM;CALCIUM (RS)-4-METHYL-2-OXOVALERIANAT;CALCIUM 

2-OXO-3-PHENYLPROPIONAT;DESMENINOL CALCIUM;HISTIDINE;LYSINE 

ACETATE;THREONINE;TRYPTOPHAN, L-;TYROSINE 

1 (0.5) 0 (0.0) 

 

ANTIDOTES 1 (0.5) 0 (0.0) 

GLUTATHIONE 1 (0.5) 0 (0.0) 

 

ANTIEMETICS AND ANTINAUSEANTS 1 (0.5) 0 (0.0) 

METOCLOPRAMIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ASCORBIC ACID (VITAMIN C), PLAIN 1 (0.5) 2 (2.0) 

ASCORBIC ACID 1 (0.5) 2 (2.0) 

 

BELLADONNA ALKALOIDS, TERTIARY AMINES 1 (0.5) 0 (0.0) 

ATROPINE SULFATE 1 (0.5) 0 (0.0) 

 

BETA-LACTAMASE RESISTANT PENICILLINS 1 (0.5) 0 (0.0) 

FLUCLOXACILLIN SODIUM 1 (0.5) 0 (0.0) 

 

BILE AND LIVER THERAPY 1 (0.5) 0 (0.0) 

BICYCLOL 1 (0.5) 0 (0.0) 

 

CALCIUM, COMBINATIONS WITH VITAMIN D AND/OR OTHER DRUGS 1 (0.5) 0 (0.0) 

CALCIUM CARBONATE;COLECALCIFEROL 1 (0.5) 0 (0.0) 

 

COLONY STIMULATING FACTORS 1 (0.5) 0 (0.0) 

FILGRASTIM 1 (0.5) 0 (0.0) 

 

DIHYDROPYRIDINE DERIVATIVES 1 (0.5) 0 (0.0) 

NIFEDIPINE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ENEMAS 1 (0.5) 1 (1.0) 

GLYCEROL 1 (0.5) 1 (1.0) 

 

EXPECTORANTS 1 (0.5) 1 (1.0) 

AMMONIUM CHLORIDE;PROMETHAZINE HYDROCHLORIDE;SULFOGAIACOL 1 (0.5) 0 (0.0) 

CINEOLE;DIPENTEN;PINENE 0 (0.0) 1 (1.0) 

 

FIRST-GENERATION CEPHALOSPORINS 1 (0.5) 0 (0.0) 

CEFAZOLIN SODIUM PENTAHYDRATE 1 (0.5) 0 (0.0) 

 

I.V. SOLUTION ADDITIVES 1 (0.5) 0 (0.0) 

BIOTIN;CYANOCOBALAMIN;ERGOCALCIFEROL;FOLIC 

ACID;GLYCINE;NICOTINAMIDE;PANTOTHENATE 

SODIUM;PHYTOMENADIONE;PYRIDOXINE HYDROCHLORIDE;RETINOL;RIBOFLAVIN 

SODIUM PHOSPHATE;SODIUM ASCORBATE;THIAMINE MONONITRATE;VITAMIN E NOS 

1 (0.5) 0 (0.0) 

 

IMIDAZOLINE RECEPTOR AGONISTS IN COMBINATION WITH DIURETICS 1 (0.5) 0 (0.0) 

CLONIDINE HYDROCHLORIDE;DIHYDRALAZINE SULFATE;HYDROCHLOROTHIAZIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

INSULINS AND ANALOGUES FOR INJECTION, LONG-ACTING 1 (0.5) 0 (0.0) 

INSULIN GLARGINE 1 (0.5) 0 (0.0) 

 

NON-SELECTIVE BETA-ADRENORECEPTOR AGONISTS 1 (0.5) 0 (0.0) 

METHOXYPHENAMINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

OTHER ANTIBIOTICS FOR TOPICAL USE 1 (0.5) 0 (0.0) 

GENTAMICIN SULFATE;VITAMIN B12 NOS 1 (0.5) 0 (0.0) 

 

OTHER ANTIHISTAMINES FOR SYSTEMIC USE 1 (0.5) 1 (1.0) 

LORATADINE 1 (0.5) 1 (1.0) 

 

OTHER DERMATOLOGICALS 1 (0.5) 0 (0.0) 

MAGNESIUM SULFATE 1 (0.5) 0 (0.0) 

 

OTHER DRUGS AFFECTING BONE STRUCTURE AND MINERALIZATION 1 (0.5) 0 (0.0) 

DENOSUMAB 1 (0.5) 0 (0.0) 

 

OTHER PLANT ALKALOIDS AND NATURAL PRODUCTS 1 (0.5) 0 (0.0) 

CINOBUFAGIN 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER PSYCHOSTIMULANTS AND NOOTROPICS 1 (0.5) 0 (0.0) 

VINPOCETINE 1 (0.5) 0 (0.0) 

 

PHENYLPIPERIDINE DERIVATIVES 1 (0.5) 0 (0.0) 

FENTANYL 1 (0.5) 0 (0.0) 

 

POTASSIUM 1 (0.5) 3 (3.1) 

POTASSIUM CHLORIDE 1 (0.5) 0 (0.0) 

MAGNESIUM ASPARTATE;POTASSIUM ASPARTATE 0 (0.0) 1 (1.0) 

POTASSIUM CITRATE 0 (0.0) 1 (1.0) 

POTASSIUM PHOSPHATE DIBASIC;POTASSIUM PHOSPHATE MONOBASIC 0 (0.0) 1 (1.0) 

 

PREGNADIEN DERIVATIVES 1 (0.5) 0 (0.0) 

MEGESTROL ACETATE 1 (0.5) 0 (0.0) 

 

PROPIONIC ACID DERIVATIVES 1 (0.5) 0 (0.0) 

FLURBIPROFEN 1 (0.5) 0 (0.0) 

FLURBIPROFEN AXETIL 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PROPULSIVES 1 (0.5) 2 (2.0) 

ITOPRIDE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

DOMPERIDONE 0 (0.0) 1 (1.0) 

METOCLOPRAMIDE 0 (0.0) 1 (1.0) 

METOCLOPRAMIDE DIHYDROCHLORIDE 0 (0.0) 2 (2.0) 

 

PROTEIN SUPPLEMENTS 1 (0.5) 0 (0.0) 

WHEY PROTEIN 1 (0.5) 0 (0.0) 

 

SECOND-GENERATION CEPHALOSPORINS 1 (0.5) 1 (1.0) 

CEFACLOR 1 (0.5) 0 (0.0) 

CEFONICID SODIUM 0 (0.0) 1 (1.0) 

 

SELECTIVE BETA-2-ADRENORECEPTOR AGONISTS 1 (0.5) 0 (0.0) 

SALBUTAMOL 1 (0.5) 0 (0.0) 

 

SODIUM 1 (0.5) 0 (0.0) 

SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SOFTENERS, EMOLLIENTS 1 (0.5) 0 (0.0) 

DOCUSATE SODIUM 1 (0.5) 0 (0.0) 

 

SOLUTIONS AFFECTING THE ELECTROLYTE BALANCE 1 (0.5) 0 (0.0) 

SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

 

SULFONAMIDES, PLAIN 1 (0.5) 2 (2.0) 

FUROSEMIDE 1 (0.5) 2 (2.0) 

TORASEMIDE 1 (0.5) 0 (0.0) 

 

VARIOUS ALIMENTARY TRACT AND METABOLISM PRODUCTS 1 (0.5) 1 (1.0) 

OXIDIZED STARCH 1 (0.5) 0 (0.0) 

ADENOSINE;COENZYME A;NADIDE 0 (0.0) 1 (1.0) 

 

VITAMINS WITH MINERALS 1 (0.5) 1 (1.0) 

VITAMINS WITH MINERALS 1 (0.5) 0 (0.0) 

MINERALS NOS;VITAMINS NOS 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ADRENERGICS IN COMBINATIONS WITH ANTICHOLINERGICS INCL. TRIPLE COMBINATIONS 

WITH CORTICOSTEROIDS 

0 (0.0) 1 (1.0) 

IPRATROPIUM BROMIDE;SALBUTAMOL SULFATE 0 (0.0) 1 (1.0) 

 

ALPHA- AND BETA-ADRENORECEPTOR AGONISTS 0 (0.0) 1 (1.0) 

EPHEDRINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

AMINOALKYL ETHERS 0 (0.0) 1 (1.0) 

DIPHENHYDRAMINE 0 (0.0) 1 (1.0) 

 

ANESTHETICS, LOCAL 0 (0.0) 1 (1.0) 

LIDOCAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

ANTACIDS WITH SODIUM BICARBONATE 0 (0.0) 1 (1.0) 

SODIUM BICARBONATE 0 (0.0) 1 (1.0) 

 

BLOOD SUBSTITUTES AND PLASMA PROTEIN FRACTIONS 0 (0.0) 1 (1.0) 

ALBUMIN NOS 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ELECTROLYTE SOLUTIONS 0 (0.0) 3 (3.1) 

CALCIUM GLUCONATE 0 (0.0) 1 (1.0) 

MAGNESIUM SULFATE 0 (0.0) 1 (1.0) 

POTASSIUM CHLORIDE 0 (0.0) 2 (2.0) 

 

ENZYME PREPARATIONS 0 (0.0) 1 (1.0) 

ENZYME PREPARATIONS 0 (0.0) 1 (1.0) 

 

FOURTH-GENERATION CEPHALOSPORINS 0 (0.0) 1 (1.0) 

CEFOSELIS SULFATE 0 (0.0) 1 (1.0) 

 

GENERAL NUTRIENTS 0 (0.0) 1 (1.0) 

TRACE ELEMENTS NOS 0 (0.0) 1 (1.0) 

 

H2-RECEPTOR ANTAGONISTS 0 (0.0) 2 (2.0) 

CIMETIDINE 0 (0.0) 1 (1.0) 

RANITIDINE BISMUTH CITRATE 0 (0.0) 1 (1.0) 

 

HEPARIN GROUP 0 (0.0) 1 (1.0) 

HEPARIN CALCIUM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

NUCLEOSIDE AND NUCLEOTIDE REVERSE TRANSCRIPTASE INHIBITORS 0 (0.0) 1 (1.0) 

LAMIVUDINE 0 (0.0) 1 (1.0) 

 

OPIOID ANESTHETICS 0 (0.0) 1 (1.0) 

REMIFENTANIL 0 (0.0) 1 (1.0) 

 

OTHER ANTIEMETICS 0 (0.0) 1 (1.0) 

PROMETHAZINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

OTHER GENERAL ANESTHETICS 0 (0.0) 1 (1.0) 

PROPOFOL 0 (0.0) 1 (1.0) 

 

OTHER NON-THERAPEUTIC AUXILIARY PRODUCTS 0 (0.0) 1 (1.0) 

ETHYLENEDIAMINE DIACETURATE 0 (0.0) 1 (1.0) 

 

OTHER PLAIN VITAMIN PREPARATIONS 0 (0.0) 1 (1.0) 

PYRIDOXINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.9: 

Prior Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SEROTONIN (5HT3) ANTAGONISTS 0 (0.0) 5 (5.1) 

ONDANSETRON 0 (0.0) 1 (1.0) 

ONDANSETRON HYDROCHLORIDE 0 (0.0) 3 (3.1) 

PALONOSETRON HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

SUBSTITUTED ALKYLAMINES 0 (0.0) 1 (1.0) 

CHLORPHENAMINE 0 (0.0) 1 (1.0) 

CHLORPHENAMINE MALEATE 0 (0.0) 1 (1.0) 

 

VITAMIN B12 (CYANOCOBALAMIN AND ANALOGUES) 0 (0.0) 2 (2.0) 

VITAMIN B12 NOS 0 (0.0) 2 (2.0) 

 

XANTHINES AND ADRENERGICS 0 (0.0) 1 (1.0) 

AMINOPHYLLINE;CHLORPHENAMINE MALEATE;METHOXYPHENAMINE 

HYDROCHLORIDE;NOSCAPINE 

0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

This table excluded prior anticancer medication that received within 30 days before randomization and stopped before the first dose of study drug. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  23AUG2024 04:41  t-14-01-02-09-med-pri-cl.rtf 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

Patients Who Received any Concomitant Medication 198 (93.0) 97 (99.0) 

 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE 79 (37.1) 50 (51.0) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE 25 (11.7) 11 (11.2) 

ACONITUM KUSNEZOFFII ROOT;HERBAL NOS 13 (6.1) 3 (3.1) 

CALCIUM SULFATE DIHYDRATE;DRYOPTERIS CRASSIRHIZOMA RHIZOME;EPHEDRA SPP. 

HERB;FORSYTHIA SUSPENSA;GLYCYRRHIZA SPP. ROOT WITH RHIZOME;HOUTTUYNIA 

CORDATA HERB;ISATIS TINCTORIA ROOT;LONICERA JAPONICA 

FLOWER;MENTHOL;POGOSTEMON CABLIN HERB;PRUNUS SPP. SEED;RHEUM SPP. ROOT 

WITH RHIZOME;RHODIOLA CRENULATA ROOT WITH RHIZOME 

5 (2.3) 0 (0.0) 

ASTER AGERATOIDES HERB;FIRMIANA SIMPLEX ROOT;METAGENTIANA RHODANTHA 

HERB WITH ROOT;PEUCEDANUM PRAERUPTORUM ROOT;SCLEROMITRION DIFFUSUM 

HERB;SCUTELLARIA BAICALENSIS ROOT;STEMONA SESSILIFOLIA ROOT TUBER 

4 (1.9) 0 (0.0) 

OPHIOPOGON JAPONICUS ROOT TUBER;PANAX GINSENG 4 (1.9) 0 (0.0) 

ARCTIUM LAPPA FRUIT;CICADA SLOUGH;EPHEDRA SPP. HERB;ERIOBOTRYA JAPONICA 

LEAF;PERILLA FRUTESCENS FRUIT;PERILLA FRUTESCENS LEAF;PEUCEDANUM 

PRAERUPTORUM ROOT;PHERETIMA SPP.;SCHISANDRA CHINENSIS FRUIT 

3 (1.4) 6 (6.1) 

ARDISIA JAPONICA HERB;COW BEZOAR;INDOMETACIN;PANAX NOTOGINSENG 

ROOT;PEARL;URENA LOBATA 

3 (1.4) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  23AUG2024 04:41  t-14-01-02-10-med-con-cl.rtf 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

BIDENS BITERNATA;CAFFEINE;CHLORPHENAMINE MALEATE;CHRYSANTHEMUM 

INDICUM FLOWER;ILEX ASPRELLA ROOT;MELICOPE PTELEIFOLIA;MENTHA CANADENSIS 

OIL;PARACETAMOL 

3 (1.4) 0 (0.0) 

CANNABIS SATIVA FRUIT;CITRUS AURANTIUM UNRIPE FRUIT;MAGNOLIA OFFICINALIS 

BARK;PRUNUS SPP. SEED;RHEUM SPP. ROOT WITH STEM 

3 (1.4) 2 (2.0) 

SANGUISORBA OFFICINALIS 3 (1.4) 17 (17.3) 

AMBER (FOSSILIZED TREE RESIN);CODONOPSIS PILOSULA ROOT;NARDOSTACHYS 

JATAMANSI ROOT WITH RHIZOME;PANAX NOTOGINSENG ROOT;POLYGONATUM 

SIBIRICUM ROOT 

2 (0.9) 2 (2.0) 

ARECA CATECHU SEED;CHICKEN'S GIZZARD-MEMBRANE;CITRUS AURANTIUM 

FRUIT;CITRUS AURANTIUM PERICARP;CITRUS MEDICA FRUIT;CITRUS SPP. 

FRUIT;CYPERUS ROTUNDUS RHIZOME;PERILLA FRUTESCENS STEM 

2 (0.9) 0 (0.0) 

BAICALIN;BUFFALO HORN;CHOLIC ACID;CONCHA MARGARITIFERA;GARDENIA 

JASMINOIDES FRUIT;HYODEOXYCHOLIC ACID;ISATIS TINCTORIA ROOT;LONICERA 

JAPONICA FLOWER 

2 (0.9) 1 (1.0) 

BORNEOL;PANAX NOTOGINSENG ROOT;SALVIA MILTIORRHIZA ROOT 2 (0.9) 0 (0.0) 

BRUCEA JAVANICA OIL;GLYCEROL;LECITHIN 2 (0.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  23AUG2024 04:41  t-14-01-02-10-med-con-cl.rtf 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

CITRUS AURANTIUM FRUIT PEEL;CITRUS AURANTIUM UNRIPE FRUIT;EPHEDRA SPP. 

HERB;GLYCYRRHIZA SPP. ROOT WITH RHIZOME;PERILLA FRUTESCENS 

LEAF;PEUCEDANUM PRAERUPTORUM ROOT;PINELLIA TERNATA TUBER;PLATYCODON 

GRANDIFLORUS ROOT;PORIA COCOS SCLEROTIUM;PRUNUS SPP. SEED;SCUTELLARIA 

BAICALENSIS ROOT 

2 (0.9) 0 (0.0) 

CITRUS AURANTIUM FRUIT PEEL;CRATAEGUS PINNATIFIDA FRUIT;DIOSCOREA 

POLYSTACHYA RHIZOME;HORDEUM VULGARE SPROUT;PSEUDOSTELLARIA 

HETEROPHYLLA RHIZOME 

2 (0.9) 0 (0.0) 

CURCUMA LONGA;HERBAL NOS;PHLOMOIDES ROTATA 2 (0.9) 0 (0.0) 

CYNANCHUM STAUNTONII ROOT WITH RHIZOME;ERIOBOTRYA JAPONICA 

LEAF;MENTHOL;MORUS ALBA ROOT BARK;PAPAVER SOMNIFERUM PEEL;PLATYCODON 

GRANDIFLORUS ROOT;STEMONA SESSILIFOLIA ROOT TUBER 

2 (0.9) 1 (1.0) 

EPHEDRA SPP. HERB;GLYCYRRHIZA SPP. ROOT WITH RHIZOME;PRUNUS SPP. 

SEED;ZINGIBER OFFICINALE RHIZOME 

2 (0.9) 0 (0.0) 

ERIOBOTRYA JAPONICA 2 (0.9) 0 (0.0) 

GANODERMA CAPENSE 2 (0.9) 1 (1.0) 

PANAX NOTOGINSENG 2 (0.9) 0 (0.0) 

ACHYRANTHES ASPERA;CHAENOMELES SPECIOSA;CIBOTIUM BAROMETZ 

RHIZOME;CLEMATIS CHINENSIS ROOT WITH RHIZOME;CODONOPSIS JAVANICA 

ROOT;CULLEN CORYLIFOLIUM FRUIT;CURCUMA LONGA RHIZOME;EPIMEDIUM SPP. 

LEAF;PTYAS DHUMNADES;PUERARIA LOBATA ROOT 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ACHYRANTHES BIDENTATA ROOT;ANGELICA SINENSIS ROOT;ARDISIA CRENATA 

ROOT;CULLEN CORYLIFOLIUM FRUIT;DEER VELVET;DIOSCOREA 

OPPOSITIFOLIA;LIGUSTICUM CHUANXIONG RHIZOME;LYCIUM CHINENSE 

FRUIT;OPHIOPOGON JAPONICUS ROOT TUBER;PANAX GINSENG PROCESSED 

ROOT;POLYGALA SPP. ROOT;PORIA COCOS SCLEROTIUM;REHMANNIA GLUTINOSA ROOT 

TUBER;SCHISANDRA CHINENSIS FRUIT;SCROPHULARIA NINGPOENSIS ROOT;ZIZIPHUS 

JUJUBA FRUIT 

1 (0.5) 0 (0.0) 

ADENOPHORA SPP. ROOT;CITRUS AURANTIUM PERICARP;CITRUS AURANTIUM UNRIPE 

FRUIT;CYNANCHUM SPP. ROOT WITH RHIZOME;DESCURAINIA SOPHIA SEED;EPHEDRA 

SPP. HERB;FRITILLARIA SPP. BULB;GINKGO BILOBA SEED;GLYCYRRHIZA SPP. ROOT WITH 

RHIZOME;LEPIDIUM APETALUM SEED;MAGNOLIA OFFICINALIS BARK;MENTHA 

CANADENSIS HERB;MORUS ALBA LEAF;PAPAVER SOMNIFERUM PERICARP;PERILLA 

FRUTESCENS FRUIT;PERILLA FRUTESCENS LEAF;PEUCEDANUM PRAERUPTORUM 

ROOT;PINELLIA TERNATA TUBER;PLATYCODON GRANDIFLORUS ROOT;PORIA COCOS 

SCLEROTIUM;SAPOSHNIKOVIA DIVARICATA ROOT;SCUTELLARIA BAICALENSIS 

ROOT;SODIUM BORATE DECAHYDRATE 

1 (0.5) 0 (0.0) 

ANEMARRHENA ASPHODELOIDES;FRITILLARIA SPP. BULB;GEKKO GECKO;GLYCYRRHIZA 

SPP. ROOT WITH RHIZOME;MORUS ALBA ROOT BARK;PANAX GINSENG;PORIA 

COCOS;PRUNUS ARMENIACA SEED 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ANGELICA DAHURICA ROOT;ARISAEMA SPP. TUBER;ATRACTYLODES LANCEA 

RHIZOME;CITRUS AURANTIUM FRUIT PEEL;CURCUMA LONGA RHIZOME;GLYCYRRHIZA 

SPP. ROOT WITH RHIZOME;MAGNOLIA OFFICINALIS BARK;PHELLODENDRON CHINENSE 

BARK;RHEUM SPP. ROOT WITH RHIZOME;TRICHOSANTHES KIRILOWII ROOT 

1 (0.5) 0 (0.0) 

ANGELICA DAHURICA ROOT;BUPLEURUM SPP. ROOT;CORYDALIS BUNGEANA 

HERB;MENTHA CANADENSIS HERB;PERILLA FRUTESCENS LEAF;PHRAGMITES 

COMMUNIS RHIZOME;PLATYCODON GRANDIFLORUS ROOT;PRUNUS SPP. SEED;PUERARIA 

LOBATA ROOT;SAPOSHNIKOVIA DIVARICATA ROOT;SCHIZONEPETA TENUIFOLIA SPIKE 

1 (0.5) 0 (0.0) 

ANGELICA DAHURICA VAR. FORMOSANA ROOT;ARISAEMA CONSANGUINEUM 

RHIZOME;ATRACTYLODES LANCEA RHIZOME;CITRUS AURANTIUM FRUIT 

PEEL;CURCUMA LONGA RHIZOME;GLYCYRRHIZA URALENSIS ROOT WITH 

RHIZOME;MAGNOLIA OFFICINALIS BARK;PHELLODENDRON AMURENSE BARK;RHEUM 

PALMATUM ROOT WITH RHIZOME;TRICHOSANTHES KIRILOWII ROOT 

1 (0.5) 3 (3.1) 

ANGELICA SINENSIS ROOT;ASTRAGALUS MONGHOLICUS ROOT;CODONOPSIS SPP. 

ROOT;COPTIS SPP. RHIZOME;CORYDALIS YANHUSUO TUBER;CRATAEGUS PINNATIFIDA 

LEAF;EPIMEDIUM SPP. LEAF;GANODERMA LUCIDUM SPOROCARP;GLYCYRRHIZA SPP. 

ROOT WITH RHIZOME;PANAX GINSENG ROOT;PUERARIA LOBATA ROOT;REHMANNIA 

GLUTINOSA ROOT TUBER;SALVIA MILTIORRHIZA ROOT WITH RHIZOME 

1 (0.5) 0 (0.0) 

ANGELICA SINENSIS ROOT;ASTRAGALUS SPP. ROOT;CURCUMA SPP. ROOT 

TUBER;POTENTILLA INDICA HERB;SALVIA MILTIORRHIZA ROOT WITH 

RHIZOME;SCUTELLARIA BARBATA HERB;SOLANUM LYRATUM;SOLANUM NIGRUM 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ANGELICA SINENSIS ROOT;CARTHAMUS TINCTORIUS FLOWER;LIGUSTICUM 

CHUANXIONG RHIZOME;PAEONIA LACTIFLORA SUN DRIED ROOT;SALVIA MILTIORRHIZA 

ROOT 

1 (0.5) 0 (0.0) 

ANIMAL FECES NOS;BOMBYX MORI 1 (0.5) 0 (0.0) 

ANIMAL HORN NOS;BEAR BILE;FORSYTHIA SUSPENSA FRUIT;LONICERA JAPONICA 

FLOWER;SCUTELLARIA BAICALENSIS ROOT 

1 (0.5) 4 (4.1) 

ARECA CATECHU SEED;AUCKLANDIA COSTUS ROOT;CITRUS AURANTIUM UNRIPE 

FRUIT;LINDERA AGGREGATA ROOT 

1 (0.5) 0 (0.0) 

ARTEMISIA ANNUA HERB;GARDENIA JASMINOIDES FRUIT;LONICERA JAPONICA FLOWER 

BUD 

1 (0.5) 3 (3.1) 

ARTEMISIA CAPILLARIS HERB;BUPLEURUM CHINENSE, ROOT;INULA HELENIUM 

ROOT;ISATIS TINCTORIA LEAF;LONICERA JAPONICA FLOWER;LYSIMACHIA CHRISTINIAE 

HERB;RHEUM PALMATUM ROOT WITH RHIZOME;SCUTELLARIA BAICALENSIS ROOT 

1 (0.5) 0 (0.0) 

ARTEMISIA SPP. HERB;BUPLEURUM CHINENSE, ROOT;ISATIS TINCTORIA 

ROOT;SCHISANDRA CHINENSIS FRUIT;SWINE BILE;VIGNA RADIATA 

1 (0.5) 0 (0.0) 

ASPARAGUS COCHINCHINENSIS ROOT TUBER;CANARIUM ALBUM FRUIT;CICADA 

SLOUGH;MENTHA CANADENSIS OIL;OPHIOPOGON JAPONICUS ROOT TUBER;OROXYLUM 

INDICUM SEED;PAEONIA X SUFFRUTICOSA BARK;REHMANNIA GLUTINOSA ROOT 

TUBER;SCROPHULARIA NINGPOENSIS ROOT;STEMONA SPP. ROOT 

TUBER;STROBILANTHES CUSIA ROOT WITH RHIZOME;TUSSILAGO FARFARA FLOWER 

BUD 

1 (0.5) 0 (0.0) 

ASTRAGALUS MONGHOLICUS ROOT;BLOOD, PIG;ZIZIPHUS JUJUBA FRUIT 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  23AUG2024 04:41  t-14-01-02-10-med-con-cl.rtf 

3974



Protocol BGB-A317-303 Page 7 of 86 
 

Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ASTRAGALUS MONGHOLICUS ROOT;CARTHAMUS TINCTORIUS FLOWER;RHEUM 

PALMATUM ROOT WITH RHIZOME;SALVIA MILTIORRHIZA ROOT 

1 (0.5) 0 (0.0) 

ASTRAGALUS MONGHOLICUS ROOT;CIBOTIUM BAROMETZ RHIZOME;ECLIPTA 

PROSTRATA HERB;FALLOPIA MULTIFLORA ROOT TUBER;LIGUSTRUM LUCIDUM 

FRUIT;MORUS ALBA FRUIT;PAEONIA LACTIFLORA ROOT 

1 (0.5) 2 (2.0) 

ASTRAGALUS MONGHOLICUS ROOT;CODONOPSIS PILOSULA ROOT 1 (0.5) 0 (0.0) 

ASTRAGALUS MONGHOLICUS ROOT;OXYMATRINE;PANAX GINSENG DRY EXTRACT 1 (0.5) 0 (0.0) 

ASTRAGALUS SPP. ROOT;ATRACTYLODES MACROCEPHALA, RHIZOMA;FALLOPIA 

MULTIFLORA ROOT TUBER;MORUS ALBA ROOT BARK;PAEONIA LACTIFLORA 

ROOT;PLANTAGO SPP. HERB;PORIA COCOS SCLEROTIUM;RHEUM SPP. ROOT WITH 

RHIZOME;SALVIA MILTIORRHIZA ROOT WITH RHIZOME;SOPHORA FLAVESCENS ROOT 

1 (0.5) 0 (0.0) 

ATRACTYLODES MACROCEPHALA, RHIZOMA;DEER VELVET;DIOSCOREA OPPOSITIFOLIA 

RHIZOME;LABLAB PURPUREUS SEED;MORUS ALBA TWIG;ORYZA SATIVA 

FRUIT;PHELLODENDRON CHINENSE BARK;PLACENTA 

1 (0.5) 0 (0.0) 

BAMBUSA SPP. 1 (0.5) 0 (0.0) 

BORNEOL;LIGUSTICUM CHUANXIONG RHIZOME 1 (0.5) 0 (0.0) 

BRUCEA JAVANICA OIL 1 (0.5) 0 (0.0) 

CAMPHOR;GLYCYRRHIZA SPP. ROOT WITH RHIZOME;ILLICIUM VERUM OIL;PAPAVER 

SOMNIFERUM LATEX;SODIUM BENZOATE 

1 (0.5) 0 (0.0) 

CANNABIS SATIVA FRUIT;CITRUS AURANTIUM UNRIPE FRUIT;MAGNOLIA OFFICINALIS 

BARK;PAEONIA LACTIFLORA ROOT;PRUNUS SPP. SEED;RHEUM SPP. ROOT WITH RHIZOME 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

CINNAMOMUM CAMPHORA ROOT;EUPHORBIA SPP. HERB;EXALLAGE 

CHRYSOTRICHA;LIQUIDAMBAR FORMOSANA LEAF;MOSLA CHINENSIS HERB 

1 (0.5) 0 (0.0) 

CITRUS AURANTIUM SUBMATURE FRUIT;MAGNOLIA OFFICINALIS 

FLOWER;MIRABILITE;RHEUM SPP. ROOT WITH RHIZOME 

1 (0.5) 0 (0.0) 

CITRUS MAXIMA;CYNANCHUM STAUNTONII;DELPHINIUM 

GRANDIFLORUM;GLYCYRRHIZA SPP.;PINELLIA TERNATA;PORIA COCOS;PRUNUS 

SPP.;SCHISANDRA CHINENSIS 

1 (0.5) 4 (4.1) 

CORDYCEPS MILITARIS 1 (0.5) 1 (1.0) 

CORYDALIS BUNGEANA HERB;ISATIS TINCTORIA ROOT;SCUTELLARIA BAICALENSIS 

ROOT;TARAXACUM MONGOLICUM HERB 

1 (0.5) 0 (0.0) 

CURCUMA LONGA 1 (0.5) 0 (0.0) 

DIPYRIDAMOLE;GINKGO BILOBA LEAF EXTRACT 1 (0.5) 0 (0.0) 

EPHEDRA SPP. 1 (0.5) 0 (0.0) 

EUCALYPTUS GLOBULUS OIL;LEVOMENTHOL 1 (0.5) 0 (0.0) 

FORSYTHIA SUSPENSA FRUIT;LONICERA JAPONICA FLOWER BUD;SCUTELLARIA 

BAICALENSIS ROOT 

1 (0.5) 1 (1.0) 

GARDENIA JASMINOIDES FRUIT;ISATIS TINCTORIA ROOT;PHELLODENDRON CHINENSE 

BARK;SCAPHIUM AFFINE SEED;SCUTELLARIA BAICALENSIS ROOT 

1 (0.5) 1 (1.0) 

GLYCYRRHIZA GLABRA 1 (0.5) 1 (1.0) 

JACOBAEA CANNABIFOLIA HERB 1 (0.5) 0 (0.0) 

LESPEDEZA BICOLOR 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

MONASCUS PURPUREUS 1 (0.5) 0 (0.0) 

PANAX GINSENG POLYSACCHARIDE EXTRACT 1 (0.5) 0 (0.0) 

PANAX NOTOGINSENG ROOT TOTAL SAPONIN EXTRACT 1 (0.5) 0 (0.0) 

PERIPLANETA AMERICANA 1 (0.5) 1 (1.0) 

THESIUM CHINENSE HERB 1 (0.5) 0 (0.0) 

ACHYRANTHES BIDENTATA ROOT;ANGELICA SINENSIS ROOT;ASTRAGALUS SPP. 

ROOT;BOSWELLIA SACRA;CARTHAMUS TINCTORIUS FLOWER;CINNAMOMUM CASSIA 

TWIG;COMMIPHORA MYRRHA RESIN;LEECH;LIGUSTICUM CHUANXIONG 

RHIZOME;MESOBUTHUS MARTENSII;MORUS ALBA TWIG;PAEONIA OFFICINALIS SUBSP. 

OFFICINALIS ROOT;PHERETIMA SPP.;PRUNUS PERSICA SEED;SALVIA MILTIORRHIZA 

ROOT WITH RHIZOME;SPATHOLOBUS SUBERECTUS STEM 

0 (0.0) 1 (1.0) 

ADENOPHORA TRIPHYLLA ROOT;CITRUS MAXIMA PEEL;ERIOBOTRYA JAPONICA 

LEAF;FRITILLARIA CIRRHOSA BULB;HONEY;MENTHOL;PLATYCODON GRANDIFLORUS 

ROOT;POLYGALA TENUIFOLIA ROOT;PORIA COCOS SCLEROTIUM;PRUNUS ARMENIACA 

SEED;SCHISANDRA CHINENSIS FRUIT;TRICHOSANTHES KIRILOWII SEED;TUSSILAGO 

FARFARA FLOWER;ZINGIBER OFFICINALE RHIZOME 

0 (0.0) 1 (1.0) 

AESCULUS HIPPOCASTANUM EXTRACT 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

ALBIZIA JULIBRISSIN FLOWER;CALCIUM SULFATE;ELEUTHEROCOCCUS SENTICOSUS 

ROOT WITH RHIZOME;FALLOPIA MULTIFLORA STEM;JUNCUS EFFUSUS STEM 

PITH;LILIUM SPP.;OPHIOPOGON JAPONICUS ROOT TUBER;OYSTER SHELL;POLYGALA 

TENUIFOLIA ROOT;PORIA COCOS;REHMANNIA GLUTINOSA ROOT;SALVIA MILTIORRHIZA 

ROOT WITH RHIZOME;SCHISANDRA CHINENSIS FRUIT;SCROPHULARIA NINGPOENSIS 

ROOT;ZIZIPHUS JUJUBA SEED 

0 (0.0) 1 (1.0) 

ALISMA ORIENTALE RHIZOME;ANGELICA SINENSIS ROOT;ASARUM SPP. ROOT WITH 

RHIZOME;ASTRAGALUS SPP. ROOT;CUSCUTA SPP. SEED;DEER HORN;GASTRODIA ELATA 

TUBER;LYCIUM BARBARUM FRUIT;PANAX GINSENG ROOT;REHMANNIA GLUTINOSA 

ROOT TUBER;SENNA SPP. SEED 

0 (0.0) 1 (1.0) 

ALISMA ORIENTALE RHIZOME;ANGELICA SINENSIS ROOT;ASARUM SPP. 

ROOT;ASTRAGALUS MONGHOLICUS ROOT;CUSCUTA SPP. SEED;DEER HORN;GASTRODIA 

ELATA RHIZOME;LYCIUM BARBARUM FRUIT;PANAX GINSENG ROOT;REHMANNIA 

GLUTINOSA PROCESSED ROOT;SENNA SPP. SEED 

0 (0.0) 1 (1.0) 

ALISMA ORIENTALE;ASTRAGALUS SPP. ROOT;DIOSCOREA OPPOSITIFOLIA 

RHIZOME;LYCIUM BARBARUM FRUIT;OPHIOPOGON JAPONICUS ROOT TUBER;PORIA 

COCOS SCLEROTIUM;REHMANNIA GLUTINOSA ROOT TUBER;RUBUS CHINGII 

FRUIT;SAPONIN;SCHISANDRA CHINENSIS FRUIT;TRICHOSANTHES SPP. ROOT 

0 (0.0) 1 (1.0) 

AMBER (FOSSILIZED TREE RESIN);BORNEOL;CALAMINE;COW 

BEZOAR;MUSK;PEARL;SODIUM BORATE 

0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

AMMONIA;AMMONIUM CHLORIDE;CAMPHOR;GLYCEROL;GLYCYRRHIZA SPP. 

ROOT;GUAIFENESIN 

0 (0.0) 1 (1.0) 

ANGELICA SINENSIS ROOT;ASTRAGALUS MONGHOLICUS ROOT;CARTHAMUS 

TINCTORIUS FLOWER;LIGUSTICUM CHUANXIONG RHIZOME;PAEONIA SPP. 

ROOT;PHERETIMA SPP.;PRUNUS SPP. SEED 

0 (0.0) 1 (1.0) 

ANGELICA SINENSIS ROOT;CISTANCHE DESERTICOLA STEM;SENNA ALEXANDRINA LEAF 0 (0.0) 1 (1.0) 

ARACHIS HYPOGAEA 0 (0.0) 1 (1.0) 

ARCTIUM LAPPA FRUIT;ASCORBIC ACID;CHLORPHENAMINE MALEATE;FORSYTHIA 

SUSPENSA FRUIT;GLYCINE MAX FERMENTED SEED;GLYCYRRHIZA URALENSIS ROOT 

WITH RHIZOME;LONICERA JAPONICA FLOWER BUD;LOPHATHERUM GRACILE 

HERB;MENTHA CANADENSIS OIL;PARACETAMOL;PHRAGMITES COMMUNIS 

RHIZOME;PLATYCODON GRANDIFLORUS ROOT;SCHIZONEPETA TENUIFOLIA HERB 

0 (0.0) 1 (1.0) 

ASTER TATARICUS ROOT WITH RHIZOME;ASTRAGALUS SPP. ROOT;CODONOPSIS SPP. 

ROOT;FRITILLARIA SPP. BULB;PYRUS BRETSCHNEIDERI PASTE;STEMONA SPP. ROOT 

TUBER 

0 (0.0) 1 (1.0) 

ASTRAGALUS MONGHOLICUS ROOT 0 (0.0) 1 (1.0) 

ASTRAGALUS MONGHOLICUS ROOT;LIGUSTRUM LUCIDUM FRUIT 0 (0.0) 1 (1.0) 

BORNEOL;CITRULLUS LANATUS FRUIT;COPTIS SPP. RHIZOME;FRITILLARIA THUNBERGII 

BULB;GLYCYRRHIZA SPP. ROOT WITH RHIZOME;INDIGO;IRIS DOMESTICA 

RHIZOME;MENTHOL;MIRABILITE;PHELLODENDRON CHINENSE BARK;RHEUM SPP. ROOT 

WITH RHIZOME;SAPINDUS MUKOROSSI FRUIT;SCUTELLARIA BAICALENSIS 

ROOT;SODIUM BORATE DECAHYDRATE;SOPHORA TONKINENSIS ROOT WITH RHIZOME 

0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

UNSPECIFIED HERBAL AND TRADITIONAL MEDICINE (continued) 

BUPLEURUM CHINENSE, ROOT 0 (0.0) 1 (1.0) 

CALLICARPA NUDIFLORA LEAF 0 (0.0) 1 (1.0) 

CITRUS MAXIMA PEEL 0 (0.0) 1 (1.0) 

CITRUS RETICULATA 0 (0.0) 1 (1.0) 

CLEMATIS ARMANDII STEM;DIANTHUS SUPERBUS HERB;JUNCUS EFFUSUS 

HERB;LONICERA JAPONICA FLOWER BUD;LOPHATHERUM GRACILE HERB;PLANTAGO 

ASIATICA SEED;POLYGONUM AVICULARE HERB;PYRROSIA LINGUA LEAF;SCUTELLARIA 

BARBATA HERB;TAXILLUS CHINENSIS HERB 

0 (0.0) 1 (1.0) 

CODONOPSIS PILOSULA ROOT;LYCIUM BARBARUM FRUIT 0 (0.0) 2 (2.0) 

CORDYCEPS SINENSIS 0 (0.0) 1 (1.0) 

CYNARA CARDUNCULUS EXTRACT 0 (0.0) 1 (1.0) 

ERIOBOTRYA JAPONICA LEAF;FRITILLARIA SPP. BULB;MENTHOL;PLATYCODON 

GRANDIFLORUS ROOT 

0 (0.0) 1 (1.0) 

FAGOPYRUM ESCULENTUM 0 (0.0) 1 (1.0) 

FRITILLARIA SPP. 0 (0.0) 1 (1.0) 

LESPEDEZA CAPITATA EXTRACT 0 (0.0) 1 (1.0) 

PANAX GINSENG TOTAL GINSENOSIDE EXTRACT 0 (0.0) 1 (1.0) 

SCHISANDRA CHINENSIS FRUIT;SILYBUM MARIANUM FRUIT 0 (0.0) 1 (1.0) 

SCHISANDRA SPHENANTHERA FRUIT 0 (0.0) 1 (1.0) 

SMILAX SPP. TUBER;SOPHORA FLAVESCENS ROOT 0 (0.0) 2 (2.0) 

STEMONA SPP. 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

GLUCOCORTICOIDS 65 (30.5) 92 (93.9) 

DEXAMETHASONE SODIUM PHOSPHATE 18 (8.5) 26 (26.5) 

BUDESONIDE 17 (8.0) 6 (6.1) 

DEXAMETHASONE 15 (7.0) 60 (61.2) 

METHYLPREDNISOLONE SODIUM SUCCINATE 14 (6.6) 8 (8.2) 

METHYLPREDNISOLONE 11 (5.2) 3 (3.1) 

PREDNISONE 8 (3.8) 0 (0.0) 

PREDNISONE ACETATE 6 (2.8) 0 (0.0) 

HYDROCORTISONE 3 (1.4) 0 (0.0) 

DEXAMETHASONE ACETATE 2 (0.9) 48 (49.0) 

PREDNISOLONE 2 (0.9) 0 (0.0) 

BETAMETHASONE SODIUM PHOSPHATE 1 (0.5) 4 (4.1) 

PREDNISOLONE ACETATE 1 (0.5) 0 (0.0) 

BECLOMETASONE DIPROPIONATE 0 (0.0) 1 (1.0) 

DEFLAZACORT 0 (0.0) 2 (2.0) 

GLUCOCORTICOIDS 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PROTON PUMP INHIBITORS 64 (30.0) 73 (74.5) 

LANSOPRAZOLE 18 (8.5) 28 (28.6) 

OMEPRAZOLE 18 (8.5) 23 (23.5) 

PANTOPRAZOLE SODIUM SESQUIHYDRATE 15 (7.0) 18 (18.4) 

OMEPRAZOLE SODIUM 12 (5.6) 16 (16.3) 

PANTOPRAZOLE 6 (2.8) 7 (7.1) 

ESOMEPRAZOLE MAGNESIUM 5 (2.3) 4 (4.1) 

ESOMEPRAZOLE SODIUM 5 (2.3) 5 (5.1) 

RABEPRAZOLE SODIUM 5 (2.3) 6 (6.1) 

ESOMEPRAZOLE 3 (1.4) 2 (2.0) 

ILAPRAZOLE 3 (1.4) 0 (0.0) 

OMEPRAZOLE MAGNESIUM 3 (1.4) 6 (6.1) 

ILAPRAZOLE SODIUM 0 (0.0) 1 (1.0) 

RABEPRAZOLE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  23AUG2024 04:41  t-14-01-02-10-med-con-cl.rtf 

3982



Protocol BGB-A317-303 Page 15 of 86 
 

Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

NATURAL OPIUM ALKALOIDS 43 (20.2) 12 (12.2) 

OXYCODONE HYDROCHLORIDE 27 (12.7) 6 (6.1) 

MORPHINE HYDROCHLORIDE 13 (6.1) 2 (2.0) 

MORPHINE SULFATE 7 (3.3) 0 (0.0) 

OXYCODONE 6 (2.8) 3 (3.1) 

MORPHINE 4 (1.9) 2 (2.0) 

CODEINE PHOSPHATE 2 (0.9) 0 (0.0) 

CODEINE 1 (0.5) 0 (0.0) 

HYDROCODONE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

MUCOLYTICS 42 (19.7) 25 (25.5) 

AMBROXOL HYDROCHLORIDE 24 (11.3) 14 (14.3) 

ACETYLCYSTEINE 13 (6.1) 6 (6.1) 

AMBROXOL 7 (3.3) 9 (9.2) 

BROMHEXINE HYDROCHLORIDE 2 (0.9) 1 (1.0) 

CARBOCISTEINE 2 (0.9) 0 (0.0) 

ACETYLCYSTEINE;ASCORBIC ACID 1 (0.5) 0 (0.0) 

AMBROXOL HYDROCHLORIDE;GLUCOSE 1 (0.5) 0 (0.0) 

AMBROXOL HYDROCHLORIDE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

AMBROXOL;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

BROMHEXINE 1 (0.5) 1 (1.0) 

CHYMOTRYPSIN 1 (0.5) 1 (1.0) 

ERDOSTEINE 1 (0.5) 1 (1.0) 

SODIUM CHLORIDE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

FLUOROQUINOLONES 41 (19.2) 19 (19.4) 

LEVOFLOXACIN 20 (9.4) 6 (6.1) 

LEVOFLOXACIN HYDROCHLORIDE 10 (4.7) 3 (3.1) 

MOXIFLOXACIN HYDROCHLORIDE 7 (3.3) 8 (8.2) 

MOXIFLOXACIN 4 (1.9) 3 (3.1) 

CIPROFLOXACIN 3 (1.4) 1 (1.0) 

LEVOFLOXACIN MESYLATE 2 (0.9) 0 (0.0) 

LEVOFLOXACIN LACTATE 1 (0.5) 1 (1.0) 

NORFLOXACIN 1 (0.5) 0 (0.0) 

CIPROFLOXACIN LACTATE 0 (0.0) 1 (1.0) 

LOMEFLOXACIN HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

DIHYDROPYRIDINE DERIVATIVES 36 (16.9) 12 (12.2) 

NIFEDIPINE 18 (8.5) 5 (5.1) 

AMLODIPINE BESILATE 10 (4.7) 2 (2.0) 

FELODIPINE 4 (1.9) 1 (1.0) 

AMLODIPINE 3 (1.4) 0 (0.0) 

BENIDIPINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

AMLODIPINE MALEATE 1 (0.5) 1 (1.0) 

LEVAMLODIPINE BESILATE 1 (0.5) 1 (1.0) 

LEVAMLODIPINE MALEATE 0 (0.0) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

BISPHOSPHONATES 32 (15.0) 14 (14.3) 

ZOLEDRONIC ACID 24 (11.3) 8 (8.2) 

IBANDRONATE SODIUM 7 (3.3) 2 (2.0) 

PAMIDRONATE DISODIUM 3 (1.4) 3 (3.1) 

DISODIUM INCADRONATE 2 (0.9) 2 (2.0) 

GLUCOSE;PAMIDRONATE DISODIUM 1 (0.5) 0 (0.0) 

ZOLEDRONATE DISODIUM 0 (0.0) 1 (1.0) 

 

OPIOIDS IN COMBINATION WITH NON-OPIOID ANALGESICS 28 (13.1) 12 (12.2) 

OXYCODONE;PARACETAMOL 11 (5.2) 4 (4.1) 

DIHYDROCODEINE BITARTRATE;PARACETAMOL 9 (4.2) 2 (2.0) 

CODEINE PHOSPHATE;IBUPROFEN 5 (2.3) 2 (2.0) 

PARACETAMOL;TRAMADOL HYDROCHLORIDE 3 (1.4) 1 (1.0) 

CAFFEINE;CODEINE PHOSPHATE;PARACETAMOL 1 (0.5) 1 (1.0) 

CODEINE PHOSPHATE HEMIHYDRATE;PARACETAMOL 1 (0.5) 0 (0.0) 

CODEINE;IBUPROFEN 1 (0.5) 0 (0.0) 

DIHYDROCODEINE;PARACETAMOL 1 (0.5) 1 (1.0) 

HYDROCODONE HYDROCHLORIDE;PARACETAMOL 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OPIUM DERIVATIVES AND EXPECTORANTS 28 (13.1) 10 (10.2) 

CAMPHOR;GLYCYRRHIZA GLABRA;ILLICIUM VERUM OIL;PAPAVER 

SOMNIFERUM;SODIUM BENZOATE 

9 (4.2) 2 (2.0) 

PAPAVER SOMNIFERUM POWDER;PLATYCODON GRANDIFLORUS;POTASSIUM SULFATE 8 (3.8) 1 (1.0) 

BROMPHENIRAMINE MALEATE;CODEINE PHOSPHATE;EPHEDRINE 

HYDROCHLORIDE;GUAIFENESIN 

7 (3.3) 1 (1.0) 

CODEINE PHOSPHATE;PLATYCODON GRANDIFLORUS 2 (0.9) 0 (0.0) 

CODEINE PHOSPHATE;GUAIFENESIN;PSEUDOEPHEDRINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CODEINE;TERPIN 1 (0.5) 0 (0.0) 

DEXTROMETHORPHAN;GUAIFENESIN 1 (0.5) 0 (0.0) 

EPHEDRINE HYDROCHLORIDE;GUAIFENESIN;PHOLCODINE 1 (0.5) 1 (1.0) 

OPIUM DERIVATIVES AND EXPECTORANTS 1 (0.5) 4 (4.1) 

AMMONIA;BENZOIC ACID;CAMPHOR;GLYCEROL;GLYCYRRHIZA SPP. ROOT WITH 

RHIZOME;GUAIFENESIN;ILLICIUM VERUM OIL;PAPAVER SOMNIFERUM TINCTURE 

0 (0.0) 2 (2.0) 

 

OSMOTICALLY ACTING LAXATIVES 28 (13.1) 10 (10.2) 

LACTULOSE 23 (10.8) 10 (10.2) 

MANNITOL 4 (1.9) 0 (0.0) 

MACROGOL 4000 2 (0.9) 0 (0.0) 

MACROGOL;POTASSIUM CHLORIDE;SODIUM BICARBONATE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

THIRD-GENERATION CEPHALOSPORINS 28 (13.1) 17 (17.3) 

CEFOPERAZONE SODIUM;SULBACTAM SODIUM 10 (4.7) 4 (4.1) 

CEFTRIAXONE 5 (2.3) 0 (0.0) 

CEFTRIAXONE SODIUM 4 (1.9) 3 (3.1) 

CEFDINIR 3 (1.4) 3 (3.1) 

CEFIXIME 3 (1.4) 2 (2.0) 

CEFTAZIDIME 2 (0.9) 3 (3.1) 

LATAMOXEF SODIUM 2 (0.9) 0 (0.0) 

CEFOPERAZONE 1 (0.5) 0 (0.0) 

CEFOPERAZONE SODIUM 1 (0.5) 1 (1.0) 

CEFOPERAZONE SODIUM;TAZOBACTAM SODIUM 1 (0.5) 0 (0.0) 

CEFOPERAZONE;SULBACTAM SODIUM 1 (0.5) 2 (2.0) 

CEFPODOXIME PROXETIL 1 (0.5) 0 (0.0) 

CEFTRIAXONE SODIUM;TAZOBACTAM 1 (0.5) 1 (1.0) 

CEFMENOXIME HYDROCHLORIDE 0 (0.0) 1 (1.0) 

CEFODIZIME DISODIUM 0 (0.0) 1 (1.0) 

CEFOPERAZONE SODIUM;SULBACTAM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ACETIC ACID DERIVATIVES AND RELATED SUBSTANCES 27 (12.7) 9 (9.2) 

DICLOFENAC SODIUM 11 (5.2) 2 (2.0) 

INDOMETACIN 11 (5.2) 5 (5.1) 

KETOROLAC 2 (0.9) 0 (0.0) 

KETOROLAC TROMETHAMINE 2 (0.9) 0 (0.0) 

ACECLOFENAC 1 (0.5) 0 (0.0) 

DICLOFENAC 0 (0.0) 1 (1.0) 

DICLOFENAC SODIUM;LIDOCAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

BETA BLOCKING AGENTS, SELECTIVE 27 (12.7) 7 (7.1) 

METOPROLOL SUCCINATE 9 (4.2) 3 (3.1) 

METOPROLOL TARTRATE 9 (4.2) 4 (4.1) 

METOPROLOL 4 (1.9) 0 (0.0) 

BISOPROLOL 3 (1.4) 0 (0.0) 

BISOPROLOL FUMARATE 2 (0.9) 0 (0.0) 

NEBIVOLOL 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  23AUG2024 04:41  t-14-01-02-10-med-con-cl.rtf 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

LIVER THERAPY 27 (12.7) 18 (18.4) 

DIAMMONIUM GLYCYRRHIZINATE 13 (6.1) 4 (4.1) 

POLYENE PHOSPHATIDYLCHOLINE 7 (3.3) 3 (3.1) 

MAGNESIUM ISOGLYCYRRHIZINATE 6 (2.8) 7 (7.1) 

CYSTEINE HYDROCHLORIDE;GLYCINE;GLYCYRRHIZIC ACID, AMMONIUM SALT 3 (1.4) 1 (1.0) 

DL-METHIONINE;GLYCINE;GLYCYRRHIZIC ACID, AMMONIUM SALT 3 (1.4) 2 (2.0) 

BIFENDATE 1 (0.5) 1 (1.0) 

GLYCYRRHIZIC ACID, AMMONIUM SALT 1 (0.5) 0 (0.0) 

SILIBININ MEGLUMINE 1 (0.5) 0 (0.0) 

SILYBUM MARIANUM 1 (0.5) 1 (1.0) 

TIOPRONIN 1 (0.5) 1 (1.0) 

DIISOPROPYLAMINE DICHLOROACETATE;GLUCONATE SODIUM 0 (0.0) 2 (2.0) 

LIVER HYDROLYSATE 0 (0.0) 1 (1.0) 

SILIBININ 0 (0.0) 1 (1.0) 

TIOPRONIN SODIUM 0 (0.0) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PROPIONIC ACID DERIVATIVES 27 (12.7) 14 (14.3) 

IBUPROFEN 17 (8.0) 7 (7.1) 

DEXKETOPROFEN TROMETAMOL 4 (1.9) 0 (0.0) 

KETOPROFEN 4 (1.9) 3 (3.1) 

NAPROXEN 3 (1.4) 2 (2.0) 

FLURBIPROFEN AXETIL 1 (0.5) 0 (0.0) 

CHLORPHENAMINE MALEATE;IBUPROFEN;ZINC GLUCONATE 0 (0.0) 1 (1.0) 

LOXOPROFEN SODIUM 0 (0.0) 1 (1.0) 

 

SOLUTIONS FOR PARENTERAL NUTRITION 26 (12.2) 10 (10.2) 

AMINO ACIDS NOS 18 (8.5) 5 (5.1) 

DL-ALPHA TOCOPHERYL ACETATE;GLYCEROL;GLYCINE MAX SEED 

OIL;LECITHIN;MEDIUM-CHAIN TRIGLYCERIDES 

7 (3.3) 0 (0.0) 

GLUCOSE 7 (3.3) 5 (5.1) 

FATS NOS 4 (1.9) 4 (4.1) 

TRIGLYCERIDES 2 (0.9) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SOLUTIONS FOR PARENTERAL NUTRITION (continued) 

ACETIC ACID;ALANINE;ARGININE;ASPARTIC ACID;CALCIUM;CALCIUM 

CHLORIDE;CHLORIDE;GLUCOSE;GLUTAMATE SODIUM;GLYCEROL;GLYCINE;GLYCINE 

MAX SEED OIL;HISTIDINE;ISOLEUCINE;LECITHIN;LEUCINE;LYSINE 

HYDROCHLORIDE;MAGNESIUM;MAGNESIUM 

SULFATE;METHIONINE;PHENYLALANINE;PHOSPHORUS;POTASSIUM;POTASSIUM 

CHLORIDE;PROLINE;SERINE;SODIUM;SODIUM ACETATE;SODIUM 

GLYCEROPHOSPHATE;SODIUM HYDROXIDE;THREONINE;TRYPTOPHAN, 

L-;TYROSINE;VALINE 

1 (0.5) 0 (0.0) 

ALANINE;ARGININE HYDROCHLORIDE;ASPARTIC ACID;CYSTEINE 

HYDROCHLORIDE;GLUTAMIC ACID;GLYCINE;HISTIDINE 

HYDROCHLORIDE;ISOLEUCINE;LEUCINE;LYSINE 

HYDROCHLORIDE;METHIONINE;PHENYLALANINE;PROLINE;SERINE;THREONINE;TRYPTO

PHAN, L-;TYROSINE;VALINE;XYLITOL 

1 (0.5) 0 (0.0) 

ALANINE;ARGININE;ASPARTIC ACID;CALCIUM CHLORIDE DIHYDRATE;GLUCOSE 

MONOHYDRATE;GLUTAMIC ACID;GLYCINE;GLYCINE MAX SEED 

OIL;HISTIDINE;ISOLEUCINE;LEUCINE;LYSINE HYDROCHLORIDE;MAGNESIUM SULFATE 

HEPTAHYDRATE;METHIONINE;PHENYLALANINE;POTASSIUM 

CHLORIDE;PROLINE;SERINE;SODIUM ACETATE TRIHYDRATE;SODIUM 

GLYCEROPHOSPHATE;THREONINE;TRYPTOPHAN, L-;TYROSINE;VALINE 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SOLUTIONS FOR PARENTERAL NUTRITION (continued) 

ALANINE;ARGININE;ASPARTIC ACID;CALCIUM CHLORIDE;CYSTEINE 

HYDROCHLORIDE;GLUTAMIC ACID;GLYCINE;HISTIDINE;ISOLEUCINE;LEUCINE;LYSINE 

HYDROCHLORIDE;MAGNESIUM SULFATE;METHIONINE;PHENYLALANINE;POTASSIUM 

CHLORIDE;POTASSIUM HYDROXIDE;PROLINE;SERINE;SODIUM 

HYDROXIDE;THREONINE;TRYPTOPHAN, L-;TYROSINE;VALINE 

1 (0.5) 0 (0.0) 

ALANINE;ARGININE;ASPARTIC ACID;CYSTINE;GLUTAMIC 

ACID;GLYCINE;HISTIDINE;ISOLEUCINE;LEUCINE;LYSINE 

ACETATE;METHIONINE;PHENYLALANINE;PROLINE;SERINE;THREONINE;TRYPTOPHAN, 

L-;TYROSINE;VALINE 

1 (0.5) 0 (0.0) 

AMINO ACIDS NOS;CALCIUM CHLORIDE;ELECTROLYTES NOS;GLUCOSE;LIPIDS NOS 1 (0.5) 0 (0.0) 

FISH OIL;GLYCEROL;PHOSPHOLIPIDS EGG 1 (0.5) 0 (0.0) 

FRUCTOSE 1 (0.5) 0 (0.0) 

GLYCEROL;GLYCINE MAX SEED OIL;LECITHIN;MEDIUM-CHAIN TRIGLYCERIDES 1 (0.5) 2 (2.0) 

GLYCINE MAX SEED OIL;LECITHIN 1 (0.5) 0 (0.0) 

LIPIDS NOS 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER OPIOIDS 25 (11.7) 5 (5.1) 

TRAMADOL HYDROCHLORIDE 19 (8.9) 2 (2.0) 

TRAMADOL 5 (2.3) 0 (0.0) 

DEZOCINE 2 (0.9) 0 (0.0) 

BUCINNAZINE 1 (0.5) 1 (1.0) 

BUCINNAZINE HYDROCHLORIDE 0 (0.0) 2 (2.0) 

 

PROPULSIVES 25 (11.7) 15 (15.3) 

METOCLOPRAMIDE DIHYDROCHLORIDE 6 (2.8) 10 (10.2) 

MOSAPRIDE CITRATE 6 (2.8) 1 (1.0) 

DOMPERIDONE 5 (2.3) 3 (3.1) 

METOCLOPRAMIDE 4 (1.9) 2 (2.0) 

MOSAPRIDE 3 (1.4) 1 (1.0) 

BROMOPRIDE 2 (0.9) 0 (0.0) 

ITOPRIDE HYDROCHLORIDE 2 (0.9) 2 (2.0) 

ITOPRIDE 1 (0.5) 0 (0.0) 

METOCLOPRAMIDE HYDROCHLORIDE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ANILIDES 24 (11.3) 13 (13.3) 

PARACETAMOL 17 (8.0) 5 (5.1) 

AMANTADINE HYDROCHLORIDE;CAFFEINE;CHLORPHENAMINE MALEATE;COW 

BEZOAR;PARACETAMOL 

2 (0.9) 2 (2.0) 

CAFFEINE;PARACETAMOL;PROPYPHENAZONE 2 (0.9) 1 (1.0) 

ACETYLSALICYLIC ACID;CAFFEINE;PARACETAMOL 1 (0.5) 3 (3.1) 

AMINOPHENAZONE;CAFFEINE;PHENACETIN;PHENOBARBITAL 1 (0.5) 0 (0.0) 

CAFFEINE;DROTAVERINE HYDROCHLORIDE;NAPROXEN;PARACETAMOL;PHENIRAMINE 

MALEATE 

1 (0.5) 0 (0.0) 

CHLORPHENAMINE MALEATE;DEXTROMETHORPHAN 

HYDROBROMIDE;PARACETAMOL;PSEUDOEPHEDRINE HYDROCHLORIDE 

1 (0.5) 0 (0.0) 

ACETYLSALICYLIC ACID;CAFFEINE;PHENACETIN 0 (0.0) 1 (1.0) 

ANILIDES 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

COMBINATIONS OF PENICILLINS, INCL. BETA-LACTAMASE INHIBITORS 23 (10.8) 5 (5.1) 

PIPERACILLIN SODIUM;TAZOBACTAM SODIUM 7 (3.3) 1 (1.0) 

AMOXICILLIN;CLAVULANIC ACID 5 (2.3) 2 (2.0) 

MEZLOCILLIN SODIUM;SULBACTAM SODIUM 4 (1.9) 1 (1.0) 

AMOXICILLIN;CLAVULANATE POTASSIUM 2 (0.9) 1 (1.0) 

PIPERACILLIN SODIUM;SULBACTAM SODIUM 2 (0.9) 0 (0.0) 

PIPERACILLIN;SULBACTAM 2 (0.9) 0 (0.0) 

AMOXICILLIN SODIUM;CLAVULANATE POTASSIUM 1 (0.5) 0 (0.0) 

AMPICILLIN;SULBACTAM 1 (0.5) 0 (0.0) 

AMOXICILLIN TRIHYDRATE;CLAVULANATE POTASSIUM 0 (0.0) 1 (1.0) 

PIPERACILLIN SODIUM;TAZOBACTAM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OPIUM ALKALOIDS AND DERIVATIVES 23 (10.8) 13 (13.3) 

CODEINE PHOSPHATE 14 (6.6) 5 (5.1) 

CODEINE 5 (2.3) 5 (5.1) 

CHLORPHENAMINE MALEATE;DEXTROMETHORPHAN 

HYDROBROMIDE;PSEUDOEPHEDRINE HYDROCHLORIDE 

1 (0.5) 2 (2.0) 

CHLORPHENAMINE;DEXTROMETHORPHAN;PSEUDOEPHEDRINE 1 (0.5) 0 (0.0) 

DEXTROMETHORPHAN HYDROBROMIDE 1 (0.5) 0 (0.0) 

PHOLCODINE 1 (0.5) 0 (0.0) 

CODEINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

DEXTROMETHORPHAN 0 (0.0) 1 (1.0) 

 

COXIBS 22 (10.3) 6 (6.1) 

CELECOXIB 17 (8.0) 5 (5.1) 

IMRECOXIB 5 (2.3) 1 (1.0) 

ETORICOXIB 3 (1.4) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PLATELET AGGREGATION INHIBITORS EXCL. HEPARIN 21 (9.9) 10 (10.2) 

ACETYLSALICYLIC ACID 15 (7.0) 6 (6.1) 

CLOPIDOGREL BISULFATE 4 (1.9) 0 (0.0) 

ACETYLSALICYLIC ACID;MAGNESIUM HYDROXIDE 2 (0.9) 2 (2.0) 

ALPROSTADIL 1 (0.5) 0 (0.0) 

CILOSTAZOL 1 (0.5) 1 (1.0) 

OZAGREL SODIUM 1 (0.5) 0 (0.0) 

TICAGRELOR 1 (0.5) 0 (0.0) 

BERAPROST SODIUM 0 (0.0) 1 (1.0) 

CLOPIDOGREL 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SEROTONIN (5HT3) ANTAGONISTS 21 (9.9) 86 (87.8) 

ONDANSETRON 6 (2.8) 6 (6.1) 

ONDANSETRON HYDROCHLORIDE 6 (2.8) 25 (25.5) 

PALONOSETRON HYDROCHLORIDE 5 (2.3) 23 (23.5) 

DOLASETRON MESILATE 1 (0.5) 10 (10.2) 

GRANISETRON HYDROCHLORIDE 1 (0.5) 2 (2.0) 

RAMOSETRON 1 (0.5) 6 (6.1) 

SODIUM CHLORIDE;TROPISETRON HYDROCHLORIDE 1 (0.5) 0 (0.0) 

TROPISETRON HYDROCHLORIDE 1 (0.5) 27 (27.6) 

AZASETRON 0 (0.0) 1 (1.0) 

AZASETRON HYDROCHLORIDE 0 (0.0) 4 (4.1) 

AZASETRON HYDROCHLORIDE;SODIUM CHLORIDE 0 (0.0) 1 (1.0) 

DOLASETRON 0 (0.0) 1 (1.0) 

GRANISETRON 0 (0.0) 8 (8.2) 

NETUPITANT;PALONOSETRON HYDROCHLORIDE 0 (0.0) 1 (1.0) 

PALONOSETRON 0 (0.0) 6 (6.1) 

TROPISETRON 0 (0.0) 12 (12.2) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  23AUG2024 04:41  t-14-01-02-10-med-con-cl.rtf 

3999



Protocol BGB-A317-303 Page 32 of 86 
 

Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ELECTROLYTE SOLUTIONS 20 (9.4) 19 (19.4) 

POTASSIUM CHLORIDE 14 (6.6) 14 (14.3) 

SODIUM BICARBONATE 4 (1.9) 4 (4.1) 

CALCIUM GLUCONATE 3 (1.4) 0 (0.0) 

SODIUM CHLORIDE 2 (0.9) 2 (2.0) 

CALCIUM CHLORIDE;POTASSIUM CHLORIDE;SODIUM CHLORIDE 1 (0.5) 1 (1.0) 

CHROMIC CHLORIDE HEXAHYDRATE;COPPER CHLORIDE DIHYDRATE;FERRIC CHLORIDE 

HEXAHYDRATE;MANGANESE CHLORIDE TETRAHYDRATE;POTASSIUM IODIDE;SODIUM 

FLUORIDE;SODIUM MOLYBDATE DIHYDRATE;SODIUM SELENITE PENTAHYDRATE;ZINC 

CHLORIDE 

1 (0.5) 0 (0.0) 

MAGNESIUM SULFATE 1 (0.5) 3 (3.1) 

POTASSIUM PHOSPHATE DIBASIC;POTASSIUM PHOSPHATE MONOBASIC 1 (0.5) 0 (0.0) 

 

THYROID HORMONES 20 (9.4) 2 (2.0) 

LEVOTHYROXINE SODIUM 17 (8.0) 2 (2.0) 

LEVOTHYROXINE 3 (1.4) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  23AUG2024 04:41  t-14-01-02-10-med-con-cl.rtf 

4000



Protocol BGB-A317-303 Page 33 of 86 
 

Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

XANTHINES 20 (9.4) 13 (13.3) 

DOXOFYLLINE 11 (5.2) 8 (8.2) 

DIPROPHYLLINE 6 (2.8) 3 (3.1) 

AMINOPHYLLINE 3 (1.4) 2 (2.0) 

THEOPHYLLINE 3 (1.4) 1 (1.0) 

CHLORPHENAMINE MALEATE;GUAIFENESIN;THEOPHYLLINE 2 (0.9) 1 (1.0) 

AMINOPHYLLINE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

DOXOFYLLINE;GLUCOSE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SOLUTIONS AFFECTING THE ELECTROLYTE BALANCE 18 (8.5) 17 (17.3) 

SODIUM CHLORIDE 6 (2.8) 8 (8.2) 

ELECTROLYTES NOS;GLUCOSE 4 (1.9) 8 (8.2) 

GLUCOSE;SODIUM CHLORIDE 3 (1.4) 2 (2.0) 

FRUCTOSE;GLUCOSE;MAGNESIUM CHLORIDE;POTASSIUM CHLORIDE;SODIUM 

CHLORIDE;SODIUM LACTATE;SODIUM PHOSPHATE MONOBASIC 

2 (0.9) 0 (0.0) 

CALCIUM CHLORIDE;POTASSIUM CHLORIDE;SODIUM CHLORIDE;SODIUM LACTATE 1 (0.5) 1 (1.0) 

CALCIUM CHLORIDE;POTASSIUM CHLORIDE;SODIUM CHLORIDE;SODIUM 

LACTATE;SORBITOL 

1 (0.5) 0 (0.0) 

FRUCTOSE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

POTASSIUM CHLORIDE;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

ELECTROLYTES NOS 0 (0.0) 1 (1.0) 

SOLUTIONS AFFECTING THE ELECTROLYTE BALANCE 0 (0.0) 1 (1.0) 

 

XANTHINES AND ADRENERGICS 18 (8.5) 12 (12.2) 

AMINOPHYLLINE;CHLORPHENAMINE MALEATE;METHOXYPHENAMINE 

HYDROCHLORIDE;NOSCAPINE 

18 (8.5) 12 (12.2) 

 

INSULINS AND ANALOGUES FOR INJECTION, FAST-ACTING 17 (8.0) 10 (10.2) 

INSULIN 14 (6.6) 9 (9.2) 

INSULIN ASPART 4 (1.9) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER PLAIN VITAMIN PREPARATIONS 17 (8.0) 20 (20.4) 

PYRIDOXINE HYDROCHLORIDE 15 (7.0) 19 (19.4) 

PYRIDOXINE 1 (0.5) 0 (0.0) 

RIBOFLAVIN 1 (0.5) 1 (1.0) 

RIBOFLAVIN PHOSPHATE 1 (0.5) 0 (0.0) 

VITAMIN B NOS 1 (0.5) 0 (0.0) 

 

SULFONAMIDES, PLAIN 17 (8.0) 7 (7.1) 

FUROSEMIDE 15 (7.0) 6 (6.1) 

TORASEMIDE 3 (1.4) 0 (0.0) 

INDAPAMIDE 2 (0.9) 1 (1.0) 

CHLORTALIDONE 1 (0.5) 0 (0.0) 

 

APPETITE STIMULANTS 16 (7.5) 7 (7.1) 

MEGESTROL ACETATE 16 (7.5) 7 (7.1) 

MEGESTROL 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

BENZODIAZEPINE DERIVATIVES 16 (7.5) 14 (14.3) 

ESTAZOLAM 9 (4.2) 10 (10.2) 

MIDAZOLAM 4 (1.9) 0 (0.0) 

ALPRAZOLAM 2 (0.9) 3 (3.1) 

PHENAZEPAM 1 (0.5) 0 (0.0) 

CLONAZEPAM 0 (0.0) 1 (1.0) 

 

BLOOD SUBSTITUTES AND PLASMA PROTEIN FRACTIONS 16 (7.5) 6 (6.1) 

ALBUMIN HUMAN 11 (5.2) 4 (4.1) 

ALBUMIN NOS 3 (1.4) 2 (2.0) 

GELATIN 1 (0.5) 0 (0.0) 

HETASTARCH;SODIUM CHLORIDE 1 (0.5) 0 (0.0) 

SUCCINYLATED GELATIN 1 (0.5) 0 (0.0) 

 

ANGIOTENSIN II RECEPTOR BLOCKERS (ARBS), PLAIN 15 (7.0) 4 (4.1) 

VALSARTAN 5 (2.3) 2 (2.0) 

LOSARTAN 4 (1.9) 0 (0.0) 

IRBESARTAN 3 (1.4) 1 (1.0) 

ALLISARTAN ISOPROXIL 1 (0.5) 0 (0.0) 

LOSARTAN POTASSIUM 1 (0.5) 0 (0.0) 

TELMISARTAN 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ASCORBIC ACID (VITAMIN C), PLAIN 15 (7.0) 7 (7.1) 

ASCORBIC ACID 15 (7.0) 7 (7.1) 

 

HMG COA REDUCTASE INHIBITORS 15 (7.0) 8 (8.2) 

ATORVASTATIN CALCIUM 4 (1.9) 4 (4.1) 

ROSUVASTATIN CALCIUM 4 (1.9) 0 (0.0) 

ATORVASTATIN 3 (1.4) 0 (0.0) 

PITAVASTATIN CALCIUM 1 (0.5) 1 (1.0) 

PRAVASTATIN SODIUM 1 (0.5) 0 (0.0) 

ROSUVASTATIN 1 (0.5) 2 (2.0) 

SIMVASTATIN 1 (0.5) 1 (1.0) 

 

AMIDES 14 (6.6) 7 (7.1) 

LIDOCAINE HYDROCHLORIDE 9 (4.2) 4 (4.1) 

LIDOCAINE 4 (1.9) 1 (1.0) 

LIDOCAINE HYDROCHLORIDE;MENTHOL 1 (0.5) 0 (0.0) 

EPINEPHRINE;LIDOCAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

TRIMECAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

BIGUANIDES 14 (6.6) 6 (6.1) 

METFORMIN 7 (3.3) 0 (0.0) 

METFORMIN HYDROCHLORIDE 7 (3.3) 6 (6.1) 

 

SECOND-GENERATION CEPHALOSPORINS 14 (6.6) 10 (10.2) 

CEFPROZIL 4 (1.9) 0 (0.0) 

CEFACLOR 2 (0.9) 2 (2.0) 

CEFUROXIME 2 (0.9) 0 (0.0) 

CEFUROXIME SODIUM 2 (0.9) 3 (3.1) 

CEFMINOX SODIUM 1 (0.5) 0 (0.0) 

CEFOTIAM HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CEFOXITIN 1 (0.5) 0 (0.0) 

CEFUROXIME AXETIL 1 (0.5) 3 (3.1) 

CEFMETAZOLE 0 (0.0) 1 (1.0) 

CEFMETAZOLE SODIUM 0 (0.0) 2 (2.0) 

CEFONICID SODIUM 0 (0.0) 1 (1.0) 

CEFOTIAM 0 (0.0) 1 (1.0) 

CEFOXITIN SODIUM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ANTICHOLINERGICS 13 (6.1) 6 (6.1) 

IPRATROPIUM BROMIDE 9 (4.2) 4 (4.1) 

TIOTROPIUM 2 (0.9) 0 (0.0) 

TIOTROPIUM BROMIDE 2 (0.9) 2 (2.0) 

ACLIDINIUM BROMIDE 1 (0.5) 0 (0.0) 

IPRATROPIUM 1 (0.5) 0 (0.0) 

UMECLIDINIUM 1 (0.5) 0 (0.0) 

 

MEDICAL GASES 13 (6.1) 2 (2.0) 

OXYGEN 13 (6.1) 2 (2.0) 

 

OTHER ANTIHISTAMINES FOR SYSTEMIC USE 13 (6.1) 5 (5.1) 

LORATADINE 11 (5.2) 2 (2.0) 

DESLORATADINE CITRATE DISODIUM 2 (0.9) 0 (0.0) 

KETOTIFEN FUMARATE 2 (0.9) 2 (2.0) 

BISULEPIN HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER CARDIAC PREPARATIONS 13 (6.1) 0 (0.0) 

TRIMETAZIDINE HYDROCHLORIDE 4 (1.9) 0 (0.0) 

LEVOCARNITINE 3 (1.4) 0 (0.0) 

IVABRADINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

PHOSPHOCREATINE SODIUM 2 (0.9) 0 (0.0) 

UBIDECARENONE 2 (0.9) 0 (0.0) 

MAGNESIUM TANSHINOATE B 1 (0.5) 0 (0.0) 

MEGLUMINE ADENOSINE CYCLOPHOSPHATE 1 (0.5) 0 (0.0) 

 

POTASSIUM 13 (6.1) 8 (8.2) 

POTASSIUM CHLORIDE 9 (4.2) 5 (5.1) 

POTASSIUM MAGNESIUM ASPARTATE 3 (1.4) 0 (0.0) 

ASPARTIC ACID;MAGNESIUM;POTASSIUM 1 (0.5) 0 (0.0) 

MAGNESIUM ASPARTATE;POTASSIUM ASPARTATE 0 (0.0) 1 (1.0) 

POTASSIUM CITRATE 0 (0.0) 2 (2.0) 

 

ALDOSTERONE ANTAGONISTS 12 (5.6) 4 (4.1) 

SPIRONOLACTONE 12 (5.6) 4 (4.1) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

MACROLIDES 12 (5.6) 4 (4.1) 

AZITHROMYCIN 7 (3.3) 2 (2.0) 

CLARITHROMYCIN 4 (1.9) 1 (1.0) 

AMBROXOL HYDROCHLORIDE;ROXITHROMYCIN 1 (0.5) 0 (0.0) 

ROXITHROMYCIN 1 (0.5) 1 (1.0) 

 

OTHER IMMUNOSTIMULANTS 12 (5.6) 27 (27.6) 

LEUCOGEN 6 (2.8) 25 (25.5) 

D-RIBOSE;PEPTIDES NOS 2 (0.9) 0 (0.0) 

AMINO ACIDS NOS;NUCLEIC ACID NOS;POLYPEPTIDE 1 (0.5) 0 (0.0) 

GLUTATHIONE 1 (0.5) 0 (0.0) 

PEPTIDES NOS;THYMALFASIN 1 (0.5) 0 (0.0) 

THYMALFASIN 1 (0.5) 2 (2.0) 

UBENIMEX 1 (0.5) 0 (0.0) 

THYMOPENTIN 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SELECTIVE BETA-2-ADRENORECEPTOR AGONISTS 12 (5.6) 6 (6.1) 

TERBUTALINE SULFATE 5 (2.3) 1 (1.0) 

SALBUTAMOL 3 (1.4) 0 (0.0) 

SALBUTAMOL SULFATE 3 (1.4) 2 (2.0) 

FORMOTEROL 2 (0.9) 0 (0.0) 

OLODATEROL 2 (0.9) 0 (0.0) 

SALMETEROL 0 (0.0) 1 (1.0) 

TERBUTALINE 0 (0.0) 2 (2.0) 

 

ANTIDOTES 11 (5.2) 23 (23.5) 

GLUTATHIONE 11 (5.2) 23 (23.5) 

 

ACE INHIBITORS, PLAIN 10 (4.7) 4 (4.1) 

PERINDOPRIL 5 (2.3) 1 (1.0) 

CAPTOPRIL 1 (0.5) 1 (1.0) 

ENALAPRIL 1 (0.5) 2 (2.0) 

ENALAPRIL MALEATE 1 (0.5) 0 (0.0) 

LISINOPRIL 1 (0.5) 0 (0.0) 

RAMIPRIL 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

AMINO ACIDS 10 (4.7) 3 (3.1) 

ALANYL GLUTAMINE 6 (2.8) 0 (0.0) 

AMINOMETHYLBENZOIC ACID 2 (0.9) 1 (1.0) 

TRANEXAMIC ACID 2 (0.9) 2 (2.0) 

AMINOCAPROIC ACID 1 (0.5) 0 (0.0) 

 

ANTIDIARRHEAL MICROORGANISMS 10 (4.7) 4 (4.1) 

BACILLUS SUBTILIS;ENTEROCOCCUS FAECALIS;LACTOBACILLUS ACIDOPHILUS 5 (2.3) 0 (0.0) 

SACCHAROMYCES BOULARDII 2 (0.9) 0 (0.0) 

BACILLUS LICHENFORMIS 1 (0.5) 1 (1.0) 

BACILLUS SUBTILIS 1 (0.5) 0 (0.0) 

BIFIDOBACTERIUM LONGUM;ENTEROCOCCUS FAECALIS;LACTOBACILLUS ACIDOPHILUS 1 (0.5) 2 (2.0) 

LACTOBACILLUS ACIDOPHILUS 1 (0.5) 0 (0.0) 

BACILLUS CEREUS;BIFIDOBACTERIUM INFANTIS;ENTEROCOCCUS 

FAECALIS;LACTOBACILLUS ACIDOPHILUS 

0 (0.0) 1 (1.0) 

 

IMIDAZOLE DERIVATIVES 10 (4.7) 0 (0.0) 

METRONIDAZOLE 7 (3.3) 0 (0.0) 

ORNIDAZOLE 3 (1.4) 0 (0.0) 

TINIDAZOLE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ORGANIC NITRATES 10 (4.7) 0 (0.0) 

ISOSORBIDE MONONITRATE 7 (3.3) 0 (0.0) 

GLYCERYL TRINITRATE 3 (1.4) 0 (0.0) 

 

PENICILLINS WITH EXTENDED SPECTRUM 10 (4.7) 3 (3.1) 

AMOXICILLIN 6 (2.8) 2 (2.0) 

PIPERACILLIN SODIUM 2 (0.9) 1 (1.0) 

AZLOCILLIN SODIUM 1 (0.5) 0 (0.0) 

SULBENICILLIN SODIUM 1 (0.5) 0 (0.0) 

MEZLOCILLIN SODIUM 0 (0.0) 1 (1.0) 

 

ANTIEMETICS AND ANTINAUSEANTS 9 (4.2) 5 (5.1) 

METOCLOPRAMIDE 5 (2.3) 5 (5.1) 

METOCLOPRAMIDE HYDROCHLORIDE 4 (1.9) 0 (0.0) 

 

EXPECTORANTS 9 (4.2) 5 (5.1) 

FUDOSTEINE 3 (1.4) 4 (4.1) 

AMMONIUM CHLORIDE;PROMETHAZINE HYDROCHLORIDE;SULFOGAIACOL 2 (0.9) 0 (0.0) 

GUAIFENESIN 2 (0.9) 0 (0.0) 

AMMONIUM CHLORIDE;GLYCYRRHIZA GLABRA 1 (0.5) 0 (0.0) 

CINEOLE;DIPENTEN;PINENE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER SYSTEMIC HEMOSTATICS 9 (4.2) 8 (8.2) 

ETAMSILATE 5 (2.3) 3 (3.1) 

HAEMOCOAGULASE 5 (2.3) 5 (5.1) 

PITUITARY HORMONE, POSTERIOR LOBE 4 (1.9) 1 (1.0) 

CARBAZOCHROME SODIUM SULFONATE 2 (0.9) 1 (1.0) 

CAFFEIC ACID 1 (0.5) 0 (0.0) 

CARBAZOCHROME 1 (0.5) 3 (3.1) 

RECOMBINANT HUMAN THROMBOPOIETIN 1 (0.5) 0 (0.0) 

BATROXOBIN 0 (0.0) 1 (1.0) 

 

PYRAZOLONES 9 (4.2) 4 (4.1) 

METAMIZOLE SODIUM 4 (1.9) 2 (2.0) 

AMINOPHENAZONE;BARBITAL;PHENAZONE 3 (1.4) 2 (2.0) 

FENPIVERINIUM BROMIDE;METAMIZOLE SODIUM;PITOFENONE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

METAMIZOLE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ADRENERGICS IN COMBINATIONS WITH ANTICHOLINERGICS INCL. TRIPLE COMBINATIONS 

WITH CORTICOSTEROIDS 

8 (3.8) 3 (3.1) 

IPRATROPIUM BROMIDE;SALBUTAMOL SULFATE 6 (2.8) 2 (2.0) 

IPRATROPIUM BROMIDE MONOHYDRATE;SALBUTAMOL SULFATE 2 (0.9) 0 (0.0) 

FENOTEROL HYDROBROMIDE;IPRATROPIUM BROMIDE 1 (0.5) 0 (0.0) 

UMECLIDINIUM BROMIDE;VILANTEROL TRIFENATATE 1 (0.5) 0 (0.0) 

GLYCOPYRRONIUM;INDACATEROL 0 (0.0) 1 (1.0) 

 

CALCIUM, COMBINATIONS WITH VITAMIN D AND/OR OTHER DRUGS 8 (3.8) 1 (1.0) 

CALCIUM CARBONATE;COLECALCIFEROL 7 (3.3) 1 (1.0) 

CALCIUM;VITAMIN D NOS 1 (0.5) 0 (0.0) 

 

H2-RECEPTOR ANTAGONISTS 8 (3.8) 45 (45.9) 

CIMETIDINE 4 (1.9) 18 (18.4) 

RANITIDINE HYDROCHLORIDE 3 (1.4) 8 (8.2) 

RANITIDINE BISMUTH CITRATE 1 (0.5) 16 (16.3) 

RANITIDINE 0 (0.0) 4 (4.1) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

HEPARIN GROUP 8 (3.8) 7 (7.1) 

ENOXAPARIN SODIUM 4 (1.9) 1 (1.0) 

HEPARIN CALCIUM 2 (0.9) 3 (3.1) 

HEPARIN SODIUM 1 (0.5) 1 (1.0) 

NADROPARIN CALCIUM 1 (0.5) 2 (2.0) 

ENOXAPARIN 0 (0.0) 1 (1.0) 

 

OTHER ANALGESICS AND ANTIPYRETICS 8 (3.8) 2 (2.0) 

GABAPENTIN 5 (2.3) 1 (1.0) 

PREGABALIN 5 (2.3) 1 (1.0) 

 

PIPERAZINE DERIVATIVES 8 (3.8) 0 (0.0) 

LEVOCETIRIZINE DIHYDROCHLORIDE 5 (2.3) 0 (0.0) 

CETIRIZINE HYDROCHLORIDE 3 (1.4) 0 (0.0) 

LEVOCETIRIZINE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SULFONYLUREAS 8 (3.8) 5 (5.1) 

GLICLAZIDE 2 (0.9) 2 (2.0) 

GLIMEPIRIDE 2 (0.9) 2 (2.0) 

GLIPIZIDE 2 (0.9) 1 (1.0) 

GLIBENCLAMIDE 1 (0.5) 0 (0.0) 

SULFONYLUREAS 1 (0.5) 0 (0.0) 

 

CARBAPENEMS 7 (3.3) 8 (8.2) 

CILASTATIN SODIUM;IMIPENEM 4 (1.9) 2 (2.0) 

MEROPENEM 2 (0.9) 2 (2.0) 

ERTAPENEM 1 (0.5) 1 (1.0) 

MEROPENEM TRIHYDRATE 1 (0.5) 0 (0.0) 

BIAPENEM 0 (0.0) 2 (2.0) 

IMIPENEM 0 (0.0) 1 (1.0) 

 

ENEMAS 7 (3.3) 4 (4.1) 

GLYCEROL 7 (3.3) 4 (4.1) 

 

VITAMINS WITH MINERALS 7 (3.3) 2 (2.0) 

MINERALS NOS;VITAMINS NOS 7 (3.3) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ALPHA-ADRENORECEPTOR ANTAGONISTS 6 (2.8) 3 (3.1) 

TAMSULOSIN HYDROCHLORIDE 4 (1.9) 2 (2.0) 

TAMSULOSIN 2 (0.9) 1 (1.0) 

 

BILE AND LIVER THERAPY 6 (2.8) 4 (4.1) 

BICYCLOL 6 (2.8) 4 (4.1) 

 

COMBINATIONS OF VITAMINS 6 (2.8) 2 (2.0) 

ERGOCALCIFEROL;PHYTOMENADIONE;RETINOL PALMITATE;VITAMIN E NOS 4 (1.9) 1 (1.0) 

VITAMIN B NOS 2 (0.9) 0 (0.0) 

VITAMINS NOS 0 (0.0) 1 (1.0) 

 

IRON PREPARATIONS 6 (2.8) 2 (2.0) 

IRON DEXTRAN 3 (1.4) 0 (0.0) 

IRON POLYSACCHARIDE COMPLEX 3 (1.4) 2 (2.0) 

 

SOLUTIONS PRODUCING OSMOTIC DIURESIS 6 (2.8) 2 (2.0) 

MANNITOL 6 (2.8) 2 (2.0) 

FRUCTOSE;GLYCEROL;SODIUM CHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

TRIAZOLE DERIVATIVES 6 (2.8) 6 (6.1) 

FLUCONAZOLE 6 (2.8) 5 (5.1) 

VORICONAZOLE 1 (0.5) 3 (3.1) 

 

ALPHA GLUCOSIDASE INHIBITORS 5 (2.3) 1 (1.0) 

ACARBOSE 5 (2.3) 1 (1.0) 

 

BENZODIAZEPINE RELATED DRUGS 5 (2.3) 2 (2.0) 

ZOLPIDEM TARTRATE 2 (0.9) 1 (1.0) 

ZOPICLONE 2 (0.9) 1 (1.0) 

ZOLPIDEM 1 (0.5) 0 (0.0) 

 

ENZYME PREPARATIONS 5 (2.3) 1 (1.0) 

ASPERGILLUS ORYZAE ENZYME;PANCREATIN 2 (0.9) 1 (1.0) 

PANCREATIN 2 (0.9) 0 (0.0) 

ENZYME PREPARATIONS 1 (0.5) 0 (0.0) 

 

GENERAL NUTRIENTS 5 (2.3) 0 (0.0) 

GENERAL NUTRIENTS 4 (1.9) 0 (0.0) 

NUTRIENTS NOS 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

LEUKOTRIENE RECEPTOR ANTAGONISTS 5 (2.3) 4 (4.1) 

MONTELUKAST SODIUM 4 (1.9) 2 (2.0) 

MONTELUKAST 1 (0.5) 2 (2.0) 

 

NUCLEOSIDE AND NUCLEOTIDE REVERSE TRANSCRIPTASE INHIBITORS 5 (2.3) 3 (3.1) 

ENTECAVIR 4 (1.9) 3 (3.1) 

LAMIVUDINE 1 (0.5) 0 (0.0) 

 

OTHER ANTIANEMIC PREPARATIONS 5 (2.3) 3 (3.1) 

ERYTHROPOIETIN HUMAN 5 (2.3) 3 (3.1) 

EPOETIN ALFA 1 (0.5) 0 (0.0) 

 

OTHER DERMATOLOGICALS 5 (2.3) 0 (0.0) 

MAGNESIUM SULFATE 5 (2.3) 0 (0.0) 

 

OTHER INTESTINAL ADSORBENTS 5 (2.3) 6 (6.1) 

MONTMORILLONITE 4 (1.9) 6 (6.1) 

DIOSMECTITE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER OPHTHALMOLOGICALS 5 (2.3) 1 (1.0) 

TAURINE 2 (0.9) 0 (0.0) 

CARBOMER 1 (0.5) 0 (0.0) 

HYALURONATE SODIUM 1 (0.5) 0 (0.0) 

MACROGOL 1 (0.5) 0 (0.0) 

BOVINE BASIC FIBROBLAST GROWTH FACTOR 0 (0.0) 1 (1.0) 

 

PHENYLPIPERIDINE DERIVATIVES 5 (2.3) 0 (0.0) 

FENTANYL 5 (2.3) 0 (0.0) 

 

TESTOSTERONE-5-ALPHA REDUCTASE INHIBITORS 5 (2.3) 3 (3.1) 

FINASTERIDE 5 (2.3) 3 (3.1) 

 

VITAMIN B12 (CYANOCOBALAMIN AND ANALOGUES) 5 (2.3) 2 (2.0) 

MECOBALAMIN 3 (1.4) 1 (1.0) 

CYANOCOBALAMIN 1 (0.5) 0 (0.0) 

VITAMIN B12 NOS 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ADRENERGIC AND DOPAMINERGIC AGENTS 4 (1.9) 1 (1.0) 

DOPAMINE HYDROCHLORIDE 1 (0.5) 1 (1.0) 

EPINEPHRINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

METARAMINOL TARTRATE 1 (0.5) 0 (0.0) 

METHOXAMINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

NOREPINEPHRINE 1 (0.5) 0 (0.0) 

NOREPINEPHRINE BITARTRATE 1 (0.5) 0 (0.0) 

 

ADRENERGICS IN COMBINATION WITH CORTICOSTEROIDS OR OTHER DRUGS, EXCL. 

ANTICHOLINERGICS 

4 (1.9) 5 (5.1) 

BUDESONIDE;FORMOTEROL FUMARATE 2 (0.9) 2 (2.0) 

FLUTICASONE PROPIONATE;SALMETEROL XINAFOATE 2 (0.9) 0 (0.0) 

BECLOMETASONE DIPROPIONATE;FORMOTEROL FUMARATE 0 (0.0) 1 (1.0) 

BUDESONIDE;FORMOTEROL 0 (0.0) 1 (1.0) 

FLUTICASONE;VILANTEROL 0 (0.0) 1 (1.0) 

 

AMINOALKYL ETHERS 4 (1.9) 25 (25.5) 

DIPHENHYDRAMINE HYDROCHLORIDE 3 (1.4) 12 (12.2) 

DIPHENHYDRAMINE 1 (0.5) 11 (11.2) 

CHLORPHENOXAMINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

CLEMASTINE 0 (0.0) 2 (2.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  23AUG2024 04:41  t-14-01-02-10-med-con-cl.rtf 

4021



Protocol BGB-A317-303 Page 54 of 86 
 

Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ANTIARRHYTHMICS, CLASS III 4 (1.9) 1 (1.0) 

AMIODARONE 2 (0.9) 1 (1.0) 

AMIODARONE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

ANTIVERTIGO PREPARATIONS 4 (1.9) 1 (1.0) 

BETAHISTINE MESILATE 2 (0.9) 0 (0.0) 

BETAHISTINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CINNARIZINE 1 (0.5) 0 (0.0) 

FLUNARIZINE DIHYDROCHLORIDE 1 (0.5) 1 (1.0) 

 

COMBINATIONS AND COMPLEXES OF ALUMINIUM, CALCIUM AND MAGNESIUM COMPOUNDS 4 (1.9) 1 (1.0) 

HYDROTALCITE 3 (1.4) 1 (1.0) 

CALCIUM CARBONATE;MAGNESIUM CARBONATE 1 (0.5) 0 (0.0) 

 

CONTACT LAXATIVES 4 (1.9) 1 (1.0) 

DOCUSATE SODIUM;SENNOSIDE A+B 2 (0.9) 0 (0.0) 

SENNOSIDE A+B 2 (0.9) 0 (0.0) 

SODIUM PICOSULFATE 1 (0.5) 0 (0.0) 

SENNA ALEXANDRINA LEAF 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

CORTICOSTEROIDS, POTENT (GROUP III) 4 (1.9) 0 (0.0) 

BETAMETHASONE DIPROPIONATE 1 (0.5) 0 (0.0) 

HALOMETASONE 1 (0.5) 0 (0.0) 

METHYLPREDNISOLONE ACEPONATE 1 (0.5) 0 (0.0) 

MOMETASONE FUROATE 1 (0.5) 0 (0.0) 

 

DIAZEPINES, OXAZEPINES, THIAZEPINES AND OXEPINES 4 (1.9) 4 (4.1) 

OLANZAPINE 4 (1.9) 4 (4.1) 

 

FAT/CARBOHYDRATES/PROTEINS/MINERALS/VITAMINS, COMBINATIONS 4 (1.9) 3 (3.1) 

CASEIN;HERBAL OIL NOS;MALTODEXTRIN;MINERALS NOS;TRACE ELEMENTS 

NOS;VITAMINS NOS 

2 (0.9) 2 (2.0) 

CARBOHYDRATES NOS;FATS NOS;MINERALS NOS;PROTEIN;VITAMINS NOS 1 (0.5) 0 (0.0) 

CASEIN;FATS NOS;FIBRE, DIETARY;MALTODEXTRIN;MINERALS NOS;VITAMINS NOS 1 (0.5) 1 (1.0) 

 

FIRST-GENERATION CEPHALOSPORINS 4 (1.9) 1 (1.0) 

CEFALEXIN 2 (0.9) 0 (0.0) 

CEFAZOLIN SODIUM 2 (0.9) 0 (0.0) 

CEFTEZOLE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

FOLIC ACID AND DERIVATIVES 4 (1.9) 4 (4.1) 

FOLIC ACID 4 (1.9) 4 (4.1) 

 

INSULINS AND ANALOGUES FOR INJECTION, INTERMEDIATE- OR LONG-ACTING COMBINED 

WITH FAST-ACTING 

4 (1.9) 2 (2.0) 

INSULIN LISPRO;INSULIN LISPRO PROTAMINE SUSPENSION 3 (1.4) 0 (0.0) 

INSULIN HUMAN;INSULIN HUMAN INJECTION, ISOPHANE 2 (0.9) 0 (0.0) 

INSULIN ASPART;INSULIN ASPART PROTAMINE (CRYSTALLINE) 0 (0.0) 2 (2.0) 

 

INSULINS AND ANALOGUES FOR INJECTION, LONG-ACTING 4 (1.9) 0 (0.0) 

INSULIN GLARGINE 2 (0.9) 0 (0.0) 

INSULIN HUMAN;PROTAMINE 1 (0.5) 0 (0.0) 

INSULINS AND ANALOGUES FOR INJECTION, LONG-ACTING 1 (0.5) 0 (0.0) 

 

IRON IN OTHER COMBINATIONS 4 (1.9) 2 (2.0) 

ASCORBIC ACID;FERROUS SULFATE 2 (0.9) 0 (0.0) 

COPPER GLUCONATE;FERROUS GLUCONATE;MANGANESE GLUCONATE 2 (0.9) 2 (2.0) 

 

NEURAMINIDASE INHIBITORS 4 (1.9) 2 (2.0) 

OSELTAMIVIR PHOSPHATE 4 (1.9) 1 (1.0) 

OSELTAMIVIR 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

NUCLEOSIDES AND NUCLEOTIDES EXCL. REVERSE TRANSCRIPTASE INHIBITORS 4 (1.9) 1 (1.0) 

ACICLOVIR 2 (0.9) 0 (0.0) 

RIBAVIRIN 2 (0.9) 1 (1.0) 

 

OTHER ALIMENTARY TRACT AND METABOLISM PRODUCTS 4 (1.9) 0 (0.0) 

CLOSTRIDIUM BUTYRICUM 3 (1.4) 0 (0.0) 

ULINASTATIN 1 (0.5) 0 (0.0) 

 

OTHER CENTRALLY ACTING AGENTS 4 (1.9) 0 (0.0) 

THIOCOLCHICOSIDE 2 (0.9) 0 (0.0) 

CYCLOBENZAPRINE 1 (0.5) 0 (0.0) 

ETODOLAC;THIOCOLCHICOSIDE 1 (0.5) 0 (0.0) 

TIZANIDINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

OTHER NERVOUS SYSTEM DRUGS 4 (1.9) 3 (3.1) 

MECOBALAMIN 3 (1.4) 2 (2.0) 

THIOCTIC ACID 1 (0.5) 1 (1.0) 

 

PHENOTHIAZINE DERIVATIVES 4 (1.9) 7 (7.1) 

PROMETHAZINE HYDROCHLORIDE 3 (1.4) 6 (6.1) 

PROMETHAZINE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

THIAZIDES, PLAIN 4 (1.9) 1 (1.0) 

HYDROCHLOROTHIAZIDE 4 (1.9) 1 (1.0) 

 

VITAMINS 4 (1.9) 0 (0.0) 

WATER SOLUBLE VITAMINS NOS 3 (1.4) 0 (0.0) 

ASCORBIC ACID;BIOTIN;COCARBOXYLASE 

TETRAHYDRATE;COLECALCIFEROL;CYANOCOBALAMIN;DEXPANTHENOL;DL-ALPHA 

TOCOPHEROL;FOLIC ACID;NICOTINAMIDE;PYRIDOXINE HYDROCHLORIDE;RETINOL 

PALMITATE;RIBOFLAVIN SODIUM PHOSPHATE 

1 (0.5) 0 (0.0) 

 

ANGIOTENSIN II RECEPTOR BLOCKERS (ARBS) AND DIURETICS 3 (1.4) 1 (1.0) 

HYDROCHLOROTHIAZIDE;IRBESARTAN 1 (0.5) 1 (1.0) 

HYDROCHLOROTHIAZIDE;TELMISARTAN 1 (0.5) 0 (0.0) 

HYDROCHLOROTHIAZIDE;VALSARTAN 1 (0.5) 0 (0.0) 

 

CARBAMIDE PRODUCTS 3 (1.4) 0 (0.0) 

UREA 3 (1.4) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

COLONY STIMULATING FACTORS 3 (1.4) 59 (60.2) 

GRANULOCYTE COLONY STIMULATING FACTOR 3 (1.4) 55 (56.1) 

COLONY STIMULATING FACTORS 0 (0.0) 2 (2.0) 

FILGRASTIM 0 (0.0) 4 (4.1) 

GRANULOCYTE MACROPHAGE COLONY STIM FACTOR 0 (0.0) 1 (1.0) 

PEG GRANULOCYTE COLONY STIMULATING FACTOR 0 (0.0) 6 (6.1) 

 

DIPEPTIDYL PEPTIDASE 4 (DPP-4) INHIBITORS 3 (1.4) 1 (1.0) 

LINAGLIPTIN 2 (0.9) 0 (0.0) 

SITAGLIPTIN PHOSPHATE 1 (0.5) 0 (0.0) 

VILDAGLIPTIN 0 (0.0) 1 (1.0) 

 

FIBRATES 3 (1.4) 0 (0.0) 

FENOFIBRATE 2 (0.9) 0 (0.0) 

BEZAFIBRATE 1 (0.5) 0 (0.0) 

 

IMIDAZOLE AND TRIAZOLE DERIVATIVES 3 (1.4) 0 (0.0) 

CLOBETASOL PROPIONATE;KETOCONAZOLE 2 (0.9) 0 (0.0) 

CLOTRIMAZOLE 1 (0.5) 0 (0.0) 

HYDROCORTISONE;MICONAZOLE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

IRON, PARENTERAL PREPARATIONS 3 (1.4) 0 (0.0) 

SACCHARATED IRON OXIDE 3 (1.4) 0 (0.0) 

 

OPIOID ANESTHETICS 3 (1.4) 0 (0.0) 

FENTANYL CITRATE 1 (0.5) 0 (0.0) 

REMIFENTANIL HYDROCHLORIDE 1 (0.5) 0 (0.0) 

SUFENTANIL CITRATE 1 (0.5) 0 (0.0) 

 

OTHER AMINOGLYCOSIDES 3 (1.4) 2 (2.0) 

AMIKACIN 1 (0.5) 1 (1.0) 

ETIMICIN SULFATE 1 (0.5) 1 (1.0) 

GENTAMICIN SULFATE;PROCAINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

GENTAMICIN 0 (0.0) 1 (1.0) 

 

OTHER ANTIEMETICS 3 (1.4) 4 (4.1) 

DIMENHYDRINATE 2 (0.9) 1 (1.0) 

APREPITANT 1 (0.5) 1 (1.0) 

DIPHENHYDRAMINE 0 (0.0) 1 (1.0) 

DIPHENHYDRAMINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

PROMETHAZINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER DRUGS AFFECTING BONE STRUCTURE AND MINERALIZATION 3 (1.4) 0 (0.0) 

DENOSUMAB 3 (1.4) 0 (0.0) 

 

OTHER DRUGS FOR PEPTIC ULCER AND GASTRO-OESOPHAGEAL REFLUX DISEASE (GORD) 3 (1.4) 2 (2.0) 

BISMUTH PECTIN 1 (0.5) 0 (0.0) 

CALCIUM CARBONATE;SODIUM ALGINATE;SODIUM BICARBONATE 1 (0.5) 0 (0.0) 

LEVOGLUTAMIDE;SODIUM GUALENATE 1 (0.5) 0 (0.0) 

SUCRALFATE 0 (0.0) 1 (1.0) 

TRIPOTASSIUM DICITRATOBISMUTHATE 0 (0.0) 1 (1.0) 

 

OTHER GENERAL ANESTHETICS 3 (1.4) 0 (0.0) 

PROPOFOL 3 (1.4) 0 (0.0) 

 

SUBSTITUTED ALKYLAMINES 3 (1.4) 1 (1.0) 

CHLORPHENAMINE MALEATE 2 (0.9) 0 (0.0) 

CHLORPHENAMINE 1 (0.5) 0 (0.0) 

PHENIRAMINE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

VITAMIN D AND ANALOGUES 3 (1.4) 2 (2.0) 

CALCITRIOL 2 (0.9) 1 (1.0) 

COLECALCIFEROL 1 (0.5) 0 (0.0) 

VITAMIN D NOS 0 (0.0) 1 (1.0) 

 

ALPHA- AND BETA-ADRENORECEPTOR AGONISTS 2 (0.9) 0 (0.0) 

EPINEPHRINE 1 (0.5) 0 (0.0) 

EPINEPHRINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

ANTIDEPRESSANTS IN COMBINATION WITH PSYCHOLEPTICS 2 (0.9) 0 (0.0) 

FLUPENTIXOL;MELITRACEN 2 (0.9) 0 (0.0) 

 

ANTIINFLAMMATORY AGENTS, NON-STEROIDS 2 (0.9) 1 (1.0) 

NEPAFENAC 1 (0.5) 0 (0.0) 

PRANOPROFEN 1 (0.5) 1 (1.0) 

 

ANTIPROPULSIVES 2 (0.9) 4 (4.1) 

LOPERAMIDE 2 (0.9) 1 (1.0) 

LOPERAMIDE HYDROCHLORIDE 0 (0.0) 3 (3.1) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

BELLADONNA ALKALOIDS, TERTIARY AMINES 2 (0.9) 3 (3.1) 

ANISODAMINE 1 (0.5) 2 (2.0) 

RACEANISODAMINE HYDROCHLORIDE 1 (0.5) 1 (1.0) 

 

BILE ACIDS AND DERIVATIVES 2 (0.9) 0 (0.0) 

URSODEOXYCHOLIC ACID 2 (0.9) 0 (0.0) 

 

CALCIUM 2 (0.9) 0 (0.0) 

CALCIUM 1 (0.5) 0 (0.0) 

CALCIUM CARBONATE 1 (0.5) 0 (0.0) 

 

CARBONIC ANHYDRASE INHIBITORS 2 (0.9) 0 (0.0) 

BRINZOLAMIDE 1 (0.5) 0 (0.0) 

DORZOLAMIDE 1 (0.5) 0 (0.0) 

 

CORTICOSTEROIDS, MODERATELY POTENT (GROUP II) 2 (0.9) 0 (0.0) 

DESONIDE 1 (0.5) 0 (0.0) 

DEXAMETHASONE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  23AUG2024 04:41  t-14-01-02-10-med-con-cl.rtf 

4031



Protocol BGB-A317-303 Page 64 of 86 
 

Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

CORTICOSTEROIDS, MODERATELY POTENT, COMBINATIONS WITH ANTIBIOTICS 2 (0.9) 0 (0.0) 

CAMPHOR;NEOMYCIN SULFATE;TRIAMCINOLONE ACETONIDE ACETATE 1 (0.5) 0 (0.0) 

GRAMICIDIN;NEOMYCIN SULFATE;NYSTATIN;TRIAMCINOLONE ACETONIDE 1 (0.5) 0 (0.0) 

 

CORTICOSTEROIDS, PLAIN 2 (0.9) 0 (0.0) 

DEXAMETHASONE 1 (0.5) 0 (0.0) 

DEXAMETHASONE SODIUM PHOSPHATE 1 (0.5) 0 (0.0) 

 

CORTICOSTEROIDS, VERY POTENT (GROUP IV) 2 (0.9) 0 (0.0) 

CLOBETASOL PROPIONATE 1 (0.5) 0 (0.0) 

HALCINONIDE 1 (0.5) 0 (0.0) 

 

DIGITALIS GLYCOSIDES 2 (0.9) 0 (0.0) 

DESLANOSIDE 1 (0.5) 0 (0.0) 

DIGOXIN 1 (0.5) 0 (0.0) 

 

DRUGS FOR PEPTIC ULCER AND GASTRO-OESOPHAGEAL REFLUX DISEASE (GORD) 2 (0.9) 1 (1.0) 

MONTMORILLONITE 1 (0.5) 0 (0.0) 

TEPRENONE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ETHERS, CHEMICALLY CLOSE TO ANTIHISTAMINES 2 (0.9) 0 (0.0) 

CAFFEINE;METAMIZOLE SODIUM;ORPHENADRINE 1 (0.5) 0 (0.0) 

CAFFEINE;METAMIZOLE SODIUM;ORPHENADRINE CITRATE 1 (0.5) 0 (0.0) 

 

FATTY ACID DERIVATIVES 2 (0.9) 1 (1.0) 

VALPROATE SODIUM 2 (0.9) 1 (1.0) 

 

GLYCOPEPTIDE ANTIBACTERIALS 2 (0.9) 1 (1.0) 

VANCOMYCIN 1 (0.5) 0 (0.0) 

VANCOMYCIN HYDROCHLORIDE 1 (0.5) 1 (1.0) 

 

HYPNOTICS AND SEDATIVES 2 (0.9) 1 (1.0) 

PROMETHAZINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

CAFFEINE;CODEINE PHOSPHATE;METAMIZOLE SODIUM;NAPROXEN;PHENOBARBITAL 0 (0.0) 1 (1.0) 

 

IMIDAZOLINE RECEPTOR AGONISTS IN COMBINATION WITH DIURETICS 2 (0.9) 0 (0.0) 

CHLORTALIDONE;CLONIDINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

CHRYSANTHEMUM INDICUM;CLONIDINE HYDROCHLORIDE;CONCHA 

MARGARITIFERA;HYDROCHLOROTHIAZIDE;RUTOSIDE 

1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

IRON BIVALENT, ORAL PREPARATIONS 2 (0.9) 3 (3.1) 

FERROUS GLYCINE SULFATE 1 (0.5) 1 (1.0) 

FERROUS SUCCINATE 1 (0.5) 1 (1.0) 

FERROUS SULFATE 0 (0.0) 1 (1.0) 

 

IRON TRIVALENT, ORAL PREPARATIONS 2 (0.9) 1 (1.0) 

FERRIC HYDROXIDE POLYMALTOSE COMPLEX 2 (0.9) 1 (1.0) 

 

LINCOSAMIDES 2 (0.9) 1 (1.0) 

CLINDAMYCIN PHOSPHATE 2 (0.9) 0 (0.0) 

CLINDAMYCIN PALMITATE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

OTHER ANTIDIARRHEALS 2 (0.9) 0 (0.0) 

BERBERINE 1 (0.5) 0 (0.0) 

BERBERINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

OTHER ANTIEPILEPTICS 2 (0.9) 1 (1.0) 

LEVETIRACETAM 2 (0.9) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER ANTIINFLAMMATORY AND ANTIRHEUMATIC AGENTS, NON-STEROIDS 2 (0.9) 1 (1.0) 

DIACEREIN 1 (0.5) 0 (0.0) 

NIMESULIDE 1 (0.5) 0 (0.0) 

RABBIT VACCINIA EXTRACT 0 (0.0) 1 (1.0) 

 

OTHER ANTIVIRALS 2 (0.9) 2 (2.0) 

IMIDAZOLYL ETHANAMIDE PENTANDIOIC ACID 2 (0.9) 0 (0.0) 

DEHYDROANDROGRAPHOLIDE SUCCINATE K NA 0 (0.0) 2 (2.0) 

 

OTHER CARDIAC COMBINATION PRODUCTS 2 (0.9) 0 (0.0) 

GLUCOSE;LIGUSTRAZINE HYDROCHLORIDE;SALVIA MILTIORRHIZA 1 (0.5) 0 (0.0) 

MAGNESIUM ASPARTATE;POTASSIUM ASPARTATE 1 (0.5) 0 (0.0) 

 

OTHER HYPNOTICS AND SEDATIVES 2 (0.9) 0 (0.0) 

DEXMEDETOMIDINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

PHOSPHODIESTERASE INHIBITORS 2 (0.9) 0 (0.0) 

BUCLADESINE CALCIUM 1 (0.5) 0 (0.0) 

MILRINONE LACTATE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PROGESTOGENS 2 (0.9) 0 (0.0) 

MEDROXYPROGESTERONE 2 (0.9) 0 (0.0) 

 

RAUWOLFIA ALKALOIDS AND DIURETICS IN COMBINATION 2 (0.9) 1 (1.0) 

CALCIUM PANTOTHENATE;DIHYDRALAZINE 

SULFATE;HYDROCHLOROTHIAZIDE;MAGNESIUM TRISILICATE;POTASSIUM 

CHLORIDE;PROMETHAZINE HYDROCHLORIDE;PYRIDOXINE 

HYDROCHLORIDE;RESERPINE;THIAMINE HYDROCHLORIDE 

1 (0.5) 0 (0.0) 

DIHYDRALAZINE SULFATE;HYDROCHLOROTHIAZIDE;RESERPINE;TRIAMTERENE 1 (0.5) 0 (0.0) 

HYDROCHLOROTHIAZIDE;POTASSIUM CHLORIDE;RESERPINE;TETRAHYDROPALMATINE 0 (0.0) 1 (1.0) 

 

SALICYLIC ACID AND DERIVATIVES 2 (0.9) 1 (1.0) 

ACETYLSALICYLATE LYSINE 2 (0.9) 1 (1.0) 

 

SODIUM 2 (0.9) 1 (1.0) 

SODIUM CHLORIDE 2 (0.9) 1 (1.0) 

 

SUBSTITUTED ETHYLENE DIAMINES 2 (0.9) 0 (0.0) 

CHLOROPYRAMINE HYDROCHLORIDE 2 (0.9) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  23AUG2024 04:41  t-14-01-02-10-med-con-cl.rtf 

4036



Protocol BGB-A317-303 Page 69 of 86 
 

Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SULFUR-CONTAINING IMIDAZOLE DERIVATIVES 2 (0.9) 0 (0.0) 

THIAMAZOLE 2 (0.9) 0 (0.0) 

 

VITAMIN K ANTAGONISTS 2 (0.9) 0 (0.0) 

WARFARIN 1 (0.5) 0 (0.0) 

WARFARIN SODIUM 1 (0.5) 0 (0.0) 

 

ALPHA AND BETA BLOCKING AGENTS 1 (0.5) 0 (0.0) 

CARVEDILOL 1 (0.5) 0 (0.0) 

 

ALUMINIUM COMPOUNDS 1 (0.5) 0 (0.0) 

ALUMINIUM HYDROXIDE 1 (0.5) 0 (0.0) 

 

AMINOSALICYLIC ACID AND SIMILAR AGENTS 1 (0.5) 0 (0.0) 

MESALAZINE 1 (0.5) 0 (0.0) 

 

ANESTHETICS, LOCAL 1 (0.5) 1 (1.0) 

TETRACAINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

LIDOCAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ANGIOTENSIN II RECEPTOR BLOCKERS (ARBS) AND CALCIUM CHANNEL BLOCKERS 1 (0.5) 0 (0.0) 

AMLODIPINE;VALSARTAN 1 (0.5) 0 (0.0) 

 

ANTIBIOTICS 1 (0.5) 0 (0.0) 

NYSTATIN 1 (0.5) 0 (0.0) 

 

ANTIINFECTIVES 1 (0.5) 0 (0.0) 

OFLOXACIN 1 (0.5) 0 (0.0) 

 

ANTIINFLAMMATORY PREPARATIONS, NON-STEROIDS FOR TOPICAL USE 1 (0.5) 1 (1.0) 

FLURBIPROFEN 1 (0.5) 0 (0.0) 

DICLOFENAC 0 (0.0) 1 (1.0) 

 

ANTIPRURITICS, INCL. ANTIHISTAMINES, ANESTHETICS, ETC. 1 (0.5) 0 (0.0) 

ANTIPRURITICS, INCL. ANTIHISTAMINES, ANESTHETICS, ETC. 1 (0.5) 0 (0.0) 

 

ANTISEPTICS 1 (0.5) 0 (0.0) 

MIRAMISTIN 1 (0.5) 0 (0.0) 

 

ANTIVIRALS FOR SYSTEMIC USE 1 (0.5) 1 (1.0) 

ANTIVIRALS FOR SYSTEMIC USE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

ANTIVIRALS FOR TREATMENT OF HIV INFECTIONS, COMBINATIONS 1 (0.5) 0 (0.0) 

LOPINAVIR;RITONAVIR 1 (0.5) 0 (0.0) 

 

BELLADONNA ALKALOIDS, SEMISYNTHETIC, QUATERNARY AMMONIUM COMPOUNDS 1 (0.5) 1 (1.0) 

HYOSCINE 1 (0.5) 0 (0.0) 

HYOSCINE BUTYLBROMIDE 0 (0.0) 1 (1.0) 

 

BETA BLOCKING AGENTS 1 (0.5) 0 (0.0) 

TIMOLOL MALEATE 1 (0.5) 0 (0.0) 

 

BETA-LACTAMASE INHIBITORS 1 (0.5) 0 (0.0) 

CLAVULANATE POTASSIUM 1 (0.5) 0 (0.0) 

 

BETA-LACTAMASE SENSITIVE PENICILLINS 1 (0.5) 0 (0.0) 

PHENOXYMETHYLPENICILLIN POTASSIUM 1 (0.5) 0 (0.0) 

 

BLOOD AND RELATED PRODUCTS 1 (0.5) 0 (0.0) 

BLOOD, CALF, DEPROT., LMW PORTION 1 (0.5) 0 (0.0) 

 

CORTICOSTEROIDS, MODERATELY POTENT, OTHER COMBINATIONS 1 (0.5) 0 (0.0) 

FLUMETASONE;SALICYLIC ACID 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

CORTICOSTEROIDS, POTENT, OTHER COMBINATIONS 1 (0.5) 0 (0.0) 

BECLOMETASONE DIPROPIONATE;BORNEOL;CAMPHOR;MENTHOL;METHYL 

SALICYLATE;THYMOL 

1 (0.5) 0 (0.0) 

 

CORTICOSTEROIDS, WEAK (GROUP I) 1 (0.5) 0 (0.0) 

HYDROCORTISONE ACETATE 1 (0.5) 0 (0.0) 

 

DIRECT FACTOR XA INHIBITORS 1 (0.5) 2 (2.0) 

RIVAROXABAN 1 (0.5) 2 (2.0) 

 

EMOLLIENTS AND PROTECTIVES 1 (0.5) 0 (0.0) 

CETOMACROGOL 1 (0.5) 0 (0.0) 

 

ENZYMES 1 (0.5) 1 (1.0) 

KALLIDINOGENASE 1 (0.5) 1 (1.0) 

 

ERGOT ALKALOIDS 1 (0.5) 0 (0.0) 

NICERGOLINE 1 (0.5) 0 (0.0) 

 

FIBRINOGEN 1 (0.5) 0 (0.0) 

FACTOR I (FIBRINOGEN) 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

I.V. SOLUTION ADDITIVES 1 (0.5) 0 (0.0) 

BIOTIN;CYANOCOBALAMIN;ERGOCALCIFEROL;FOLIC 

ACID;GLYCINE;NICOTINAMIDE;PANTOTHENATE 

SODIUM;PHYTOMENADIONE;PYRIDOXINE HYDROCHLORIDE;RETINOL;RIBOFLAVIN 

SODIUM PHOSPHATE;SODIUM ASCORBATE;THIAMINE MONONITRATE;VITAMIN E NOS 

1 (0.5) 0 (0.0) 

 

IMMUNE SERA 1 (0.5) 0 (0.0) 

TETANUS ANTITOXIN 1 (0.5) 0 (0.0) 

 

INFLUENZA VACCINES 1 (0.5) 0 (0.0) 

INFLUENZA VACCINE 1 (0.5) 0 (0.0) 

 

LOCAL HEMOSTATICS 1 (0.5) 1 (1.0) 

EPINEPHRINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

EPINEPHRINE 0 (0.0) 1 (1.0) 

 

MAGNESIUM 1 (0.5) 0 (0.0) 

MAGNESIUM 1 (0.5) 0 (0.0) 

 

MONOBACTAMS 1 (0.5) 0 (0.0) 

AZTREONAM 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

MULTIVITAMINS, PLAIN 1 (0.5) 0 (0.0) 

ASCORBIC ACID;BIOTIN;COLECALCIFEROL;DEXPANTHENOL;FOLIC 

ACID;NICOTINAMIDE;PYRIDOXINE HYDROCHLORIDE;RETINOL PALMITATE;RIBOFLAVIN 

SODIUM PHOSPHATE;TOCOPHEROL;VITAMIN B1 NOS;VITAMIN B12 NOS 

1 (0.5) 0 (0.0) 

 

NON-SELECTIVE BETA-ADRENORECEPTOR AGONISTS 1 (0.5) 0 (0.0) 

METHOXYPHENAMINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

ORIPAVINE DERIVATIVES 1 (0.5) 0 (0.0) 

BUPRENORPHINE 1 (0.5) 0 (0.0) 

 

OTHER AGENTS AGAINST AMOEBIASIS AND OTHER PROTOZOAL DISEASES 1 (0.5) 0 (0.0) 

EMETINE 1 (0.5) 0 (0.0) 

 

OTHER AGENTS FOR TREATMENT OF HEMORRHOIDS AND ANAL FISSURES FOR TOPICAL USE 1 (0.5) 0 (0.0) 

OTHER AGENTS FOR TREATMENT OF HEMORRHOIDS AND ANAL FISSURES FOR TOPICAL 

USE 

1 (0.5) 0 (0.0) 

 

OTHER ANTI-ACNE PREPARATIONS FOR TOPICAL USE 1 (0.5) 0 (0.0) 

ALLANTOIN;TOCOPHEROL 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER ANTIBIOTICS FOR TOPICAL USE 1 (0.5) 4 (4.1) 

GENTAMICIN SULFATE;VITAMIN B12 NOS 1 (0.5) 0 (0.0) 

BACITRACIN;LIDOCAINE HYDROCHLORIDE;NEOMYCIN SULFATE;POLYMYXIN B 

SULFATE 

0 (0.0) 1 (1.0) 

ERYTHROMYCIN 0 (0.0) 1 (1.0) 

MUPIROCIN 0 (0.0) 2 (2.0) 

 

OTHER ANTIDEPRESSANTS 1 (0.5) 1 (1.0) 

MIRTAZAPINE 1 (0.5) 0 (0.0) 

MIANSERIN HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

OTHER ANTIPRURITICS 1 (0.5) 0 (0.0) 

CALAMINE;GLYCEROL;ZINC OXIDE 1 (0.5) 0 (0.0) 

 

OTHER BETA-LACTAM ANTIBACTERIALS 1 (0.5) 0 (0.0) 

CEPHALOSPORIN NOS 1 (0.5) 0 (0.0) 

 

OTHER BLOOD GLUCOSE LOWERING DRUGS, EXCL. INSULINS 1 (0.5) 1 (1.0) 

REPAGLINIDE 1 (0.5) 1 (1.0) 

 

OTHER CARDIAC STIMULANTS 1 (0.5) 0 (0.0) 

ATROPINE SULFATE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER CICATRIZANTS 1 (0.5) 0 (0.0) 

ALLANTOIN 1 (0.5) 0 (0.0) 

 

OTHER COLD PREPARATIONS 1 (0.5) 0 (0.0) 

BORNEOL;COW BEZOAR;GLYCYRRHIZA SPP.;INDIGO;MENTHOL;TERMINALIA CHEBULA 1 (0.5) 0 (0.0) 

 

OTHER COMBINATIONS OF NUTRIENTS 1 (0.5) 0 (0.0) 

CARBOHYDRATES NOS;FATTY ACIDS NOS;FIBRE SOLUBLE;MINERALS NOS;PROTEINS 

NOS 

1 (0.5) 0 (0.0) 

 

OTHER COUGH SUPPRESSANTS 1 (0.5) 0 (0.0) 

PENTOXYVERINE CITRATE 1 (0.5) 0 (0.0) 

 

OTHER COUGH SUPPRESSANTS AND EXPECTORANTS 1 (0.5) 0 (0.0) 

BERGENIN;CHLORPHENAMINE 1 (0.5) 0 (0.0) 

CHLORPHENAMINE MALEATE;FICUS MICROCARPA LEAF 1 (0.5) 0 (0.0) 

 

OTHER DERMATOLOGICAL PREPARATIONS 1 (0.5) 0 (0.0) 

OTHER DERMATOLOGICAL PREPARATIONS 1 (0.5) 0 (0.0) 

 

OTHER DRUGS FOR FUNCTIONAL GASTROINTESTINAL DISORDERS 1 (0.5) 0 (0.0) 

SIMETICONE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER EMOLLIENTS AND PROTECTIVES 1 (0.5) 0 (0.0) 

HEPARINOID 1 (0.5) 0 (0.0) 

 

OTHER GYNECOLOGICALS 1 (0.5) 0 (0.0) 

INDOMETACIN;SALBUTAMOL SULFATE 1 (0.5) 0 (0.0) 

 

OTHER HEMATOLOGICAL AGENTS 1 (0.5) 0 (0.0) 

HAEMAGGLUTININ 1 (0.5) 0 (0.0) 

 

OTHER MINERAL PRODUCTS 1 (0.5) 0 (0.0) 

MAGNESIUM ASPARTATE;POTASSIUM ASPARTATE 1 (0.5) 0 (0.0) 

 

OTHER NON-THERAPEUTIC AUXILIARY PRODUCTS 1 (0.5) 1 (1.0) 

ETHYLENEDIAMINE DIACETURATE 1 (0.5) 1 (1.0) 

 

OTHER PSYCHOSTIMULANTS AND NOOTROPICS 1 (0.5) 0 (0.0) 

PIRACETAM 1 (0.5) 0 (0.0) 

 

OTHER RESPIRATORY SYSTEM PRODUCTS 1 (0.5) 0 (0.0) 

AMBROXOL HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER SCLEROSING AGENTS 1 (0.5) 0 (0.0) 

CALCIUM DOBESILATE 1 (0.5) 0 (0.0) 

 

OTHER VASODILATORS USED IN CARDIAC DISEASES 1 (0.5) 0 (0.0) 

LIGUSTRAZINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

 

OTHER VIRAL VACCINES 1 (0.5) 0 (0.0) 

COVID-19 VACCINE NRVV AD (CHADOX1 NCOV-19) 1 (0.5) 0 (0.0) 

TOZINAMERAN 1 (0.5) 0 (0.0) 

 

OXAZOL, THIAZINE, AND TRIAZINE DERIVATIVES 1 (0.5) 0 (0.0) 

CHLORZOXAZONE;PARACETAMOL 1 (0.5) 0 (0.0) 

 

PREGNEN (4) DERIVATIVES 1 (0.5) 0 (0.0) 

PROGESTERONE 1 (0.5) 0 (0.0) 

 

PREPARATIONS INHIBITING URIC ACID PRODUCTION 1 (0.5) 1 (1.0) 

ALLOPURINOL 1 (0.5) 1 (1.0) 

 

PREPARATIONS WITH NO EFFECT ON URIC ACID METABOLISM 1 (0.5) 0 (0.0) 

COLCHICINE 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-med.sas  23AUG2024 04:41  t-14-01-02-10-med-con-cl.rtf 

4046



Protocol BGB-A317-303 Page 79 of 86 
 

Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

PROSTAGLANDIN ANALOGUES 1 (0.5) 0 (0.0) 

TRAVOPROST 1 (0.5) 0 (0.0) 

 

QUINOLINE DERIVATIVES 1 (0.5) 0 (0.0) 

CLIOQUINOL 1 (0.5) 0 (0.0) 

 

RESPIRATORY STIMULANTS 1 (0.5) 0 (0.0) 

LOBELINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

NIKETHAMIDE 1 (0.5) 0 (0.0) 

 

SALICYLIC ACID PREPARATIONS 1 (0.5) 0 (0.0) 

BENZOIC ACID;SALICYLIC ACID 1 (0.5) 0 (0.0) 

 

SELECTIVE SEROTONIN REUPTAKE INHIBITORS 1 (0.5) 2 (2.0) 

CITALOPRAM 1 (0.5) 0 (0.0) 

ESCITALOPRAM 0 (0.0) 1 (1.0) 

ESCITALOPRAM OXALATE 0 (0.0) 1 (1.0) 

 

SOFTENERS, EMOLLIENTS 1 (0.5) 0 (0.0) 

PARAFFIN, LIQUID 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SOMATOSTATIN AND ANALOGUES 1 (0.5) 0 (0.0) 

SOMATOSTATIN 1 (0.5) 0 (0.0) 

 

STOMATOLOGICAL PREPARATIONS 1 (0.5) 2 (2.0) 

SODIUM BICARBONATE 1 (0.5) 2 (2.0) 

 

SULFONAMIDES 1 (0.5) 0 (0.0) 

SULFACETAMIDE 1 (0.5) 0 (0.0) 

 

SYMPATHOMIMETICS 1 (0.5) 1 (1.0) 

CHLORPHENAMINE MALEATE;PSEUDOEPHEDRINE HYDROCHLORIDE 1 (0.5) 0 (0.0) 

PSEUDOEPHEDRINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

SYMPATHOMIMETICS, PLAIN 1 (0.5) 1 (1.0) 

XYLOMETAZOLINE 1 (0.5) 0 (0.0) 

OXYMETAZOLINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

SYNTHETIC ANTICHOLINERGICS, ESTERS WITH TERTIARY AMINO GROUP 1 (0.5) 1 (1.0) 

TRIMEBUTINE 1 (0.5) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

TESTS FOR ALLERGIC DISEASES 1 (0.5) 1 (1.0) 

ANTIBACTERIAL SKIN TEST 1 (0.5) 1 (1.0) 

 

TONICS 1 (0.5) 0 (0.0) 

SUCCINIC ACID 1 (0.5) 0 (0.0) 

 

VARIOUS ALIMENTARY TRACT AND METABOLISM PRODUCTS 1 (0.5) 6 (6.1) 

SODIUM BICARBONATE 1 (0.5) 0 (0.0) 

ADENOSINE;COENZYME A;NADIDE 0 (0.0) 4 (4.1) 

GLUCUROLACTONE 0 (0.0) 1 (1.0) 

OXIDIZED STARCH 0 (0.0) 1 (1.0) 

 

ACE INHIBITORS AND DIURETICS 0 (0.0) 1 (1.0) 

HYDROCHLOROTHIAZIDE;LISINOPRIL 0 (0.0) 1 (1.0) 

 

ALDOSE REDUCTASE INHIBITORS 0 (0.0) 1 (1.0) 

EPALRESTAT 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

AMINO ACIDS, INCL. COMBINATIONS WITH POLYPEPTIDES 0 (0.0) 1 (1.0) 

(RS)-3 METHYL-2-OXOVALERIANIC ACID CALCIUM;(RS)-3-METHYL-2-OXOBUTYRIC ACID 

CALCIUM;CALCIUM (RS)-4-METHYL-2-OXOVALERIANAT;CALCIUM 

2-OXO-3-PHENYLPROPIONAT;DESMENINOL CALCIUM;HISTIDINE;LYSINE 

ACETATE;THREONINE;TRYPTOPHAN, L-;TYROSINE 

0 (0.0) 1 (1.0) 

 

ANTACIDS WITH SODIUM BICARBONATE 0 (0.0) 1 (1.0) 

SODIUM BICARBONATE 0 (0.0) 1 (1.0) 

 

ANTIINFECTIVES AND ANTISEPTICS FOR LOCAL ORAL TREATMENT 0 (0.0) 2 (2.0) 

NYSTATIN 0 (0.0) 2 (2.0) 

 

ANTIINFECTIVES FOR SYSTEMIC USE 0 (0.0) 1 (1.0) 

ANTIINFECTIVES FOR SYSTEMIC USE 0 (0.0) 1 (1.0) 

 

ANTINEOPLASTIC AGENTS 0 (0.0) 1 (1.0) 

ANTINEOPLASTIC AGENTS 0 (0.0) 1 (1.0) 

 

ANTITHROMBOTIC AGENTS 0 (0.0) 1 (1.0) 

LEECH 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

BELLADONNA AND DERIVATIVES IN COMBINATION WITH PSYCHOLEPTICS 0 (0.0) 1 (1.0) 

HYOSCINE HYDROBROMIDE;PHENOBARBITAL 0 (0.0) 1 (1.0) 

 

BETA-LACTAM ANTIBACTERIALS, PENICILLINS 0 (0.0) 1 (1.0) 

PENICILLIN NOS 0 (0.0) 1 (1.0) 

 

CARBOHYDRATES 0 (0.0) 1 (1.0) 

GLUCOSE 0 (0.0) 1 (1.0) 

 

COUGH AND COLD PREPARATIONS 0 (0.0) 1 (1.0) 

COUGH AND COLD PREPARATIONS 0 (0.0) 1 (1.0) 

 

DETOXIFYING AGENTS FOR ANTINEOPLASTIC TREATMENT 0 (0.0) 1 (1.0) 

AMIFOSTINE 0 (0.0) 1 (1.0) 

 

HEPARINS OR HEPARINOIDS FOR TOPICAL USE 0 (0.0) 2 (2.0) 

MUCOPOLYSACCHARIDE POLYSULFURIC ACID ESTER 0 (0.0) 2 (2.0) 

 

HYDANTOIN DERIVATIVES 0 (0.0) 1 (1.0) 

PHENYTOIN SODIUM 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

I.V. SOLUTIONS 0 (0.0) 1 (1.0) 

I.V. SOLUTIONS 0 (0.0) 1 (1.0) 

 

IMMUNOGLOBULINS 0 (0.0) 1 (1.0) 

IMMUNOGLOBULINS NOS 0 (0.0) 1 (1.0) 

 

INSULINS AND ANALOGUES FOR INJECTION, INTERMEDIATE-ACTING 0 (0.0) 1 (1.0) 

INSULIN ISOPHANE, HUMAN BIOSYNTHETIC 0 (0.0) 1 (1.0) 

 

INTERLEUKINS 0 (0.0) 2 (2.0) 

OPRELVEKIN 0 (0.0) 2 (2.0) 

 

IRON IN COMBINATION WITH FOLIC ACID 0 (0.0) 1 (1.0) 

ANGELICA SINENSIS;ASTRAGALUS SPP.;ATRACTYLODES MACROCEPHALA;FERROUS 

SULFATE;FOLIC ACID;YEAST DRIED 

0 (0.0) 1 (1.0) 

 

ORAL REHYDRATION SALT FORMULATIONS 0 (0.0) 1 (1.0) 

ORAL REHYDRATION SALT FORMULATIONS 0 (0.0) 1 (1.0) 

 

OTHER AGENTS FOR LOCAL ORAL TREATMENT 0 (0.0) 1 (1.0) 

LIDOCAINE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

OTHER ANTIBACTERIALS 0 (0.0) 1 (1.0) 

LINEZOLID 0 (0.0) 1 (1.0) 

 

OTHER DRUGS FOR CONSTIPATION 0 (0.0) 2 (2.0) 

GLYCEROL 0 (0.0) 1 (1.0) 

OTHER DRUGS FOR CONSTIPATION 0 (0.0) 1 (1.0) 

 

OTHER IMMUNOSUPPRESSANTS 0 (0.0) 1 (1.0) 

THALIDOMIDE 0 (0.0) 1 (1.0) 

 

OTHER NASAL PREPARATIONS 0 (0.0) 1 (1.0) 

SODIUM CHLORIDE 0 (0.0) 1 (1.0) 

 

OTHER THERAPEUTIC PRODUCTS 0 (0.0) 2 (2.0) 

INOSINE 0 (0.0) 1 (1.0) 

OTHER THERAPEUTIC PRODUCTS 0 (0.0) 1 (1.0) 

 

PROTEIN SUPPLEMENTS 0 (0.0) 1 (1.0) 

PROTEINS NOS 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.1.2.10: 

Concomitant Medication 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Anatomical Therapeutic Chemical Class 

    WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

SELENIUM 0 (0.0) 2 (2.0) 

SELENIUM 0 (0.0) 2 (2.0) 

 

STEROID ANTIBACTERIALS 0 (0.0) 1 (1.0) 

FUSIDATE SODIUM 0 (0.0) 1 (1.0) 

 

SYNTHETIC ANTICHOLINERGIC AGENTS IN COMBINATION WITH ANALGESICS 0 (0.0) 1 (1.0) 

FENPIVERINIUM BROMIDE;METAMIZOLE SODIUM;PITOFENONE HYDROCHLORIDE 0 (0.0) 1 (1.0) 

 

VITAMIN B-COMPLEX, PLAIN 0 (0.0) 1 (1.0) 

VITAMIN B COMPLEX 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with two or more medications within a class level and preferred term were counted only once within that class level and preferred term. 

Medication terms were coded using World Health Organization Drug Dictionary Global-B3. 
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Table 14.2.1.3.1: 

Overall Survival (OS) 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

Docetaxel 

(N=103) 

Total 

(N=317) 

Overall Survival    

Death, n (%) 166 (77.6) 82 (79.6) 248 (78.2) 

Censored, n (%) 48 (22.4) 21 (20.4) 69 (21.8) 

Ongoing in the Study 0 (0.0) 0 (0.0) 0 (0.0) 

Withdrawal by Subject 3 (1.4) 6 (5.8) 9 (2.8) 

Lost to Follow-up 7 (3.3) 1 (1.0) 8 (2.5) 

Study Discontinuation Due to Other Reasons 38 (17.8) 14 (13.6) 52 (16.4) 

 

Two-sided stratified log-rank test P-value a 0.0838   

Stratified Hazard Ratio (95% CI) b 0.791 (0.606, 1.032)   

 

Overall Survival (month)    

Median (95% CI) 15.4 (13.24, 18.23) 11.7 (8.77, 14.88) 14.2 (12.39, 16.56) 

Q1 (95% CI) 6.9 (5.59, 9.30) 6.0 (3.84, 7.52) 6.7 (5.59, 7.79) 

Q3 (95% CI) 31.3 (26.09, 47.90) 25.8 (19.81, 37.59) 29.5 (25.46, 37.59) 

 

Data Source: ADSL ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Median follow-up time was estimated by the reverse Kaplan-Meier method. 

Medians and other quartiles were estimated by Kaplan-Meier method with 95% CIs estimated using the method of Brookmeyer and Crowley. 

Event free rates were estimated by Kaplan-Meier method with 95% CIs estimated using the Greenwood's formula. 

Docetaxel arm was the reference group for hazard ratio. 
a Two-sided p-value was estimated from log rank test stratified by : histology (squamous versus non-squamous) and lines of therapy (second versus third) for descriptive purpose 

only. 
b Hazard ratio (Tislelizumab vs. Docetaxel) was based on Cox regression model including treatment as covariate, and histology and lines of therapy as strata. 
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Table 14.2.1.3.1: 

Overall Survival (OS) 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N=214) 

Docetaxel 

(N=103) 

Total 

(N=317) 

Event Free Rate at, %(95% CI)    

12 month (95% CI) 59.8 (52.84, 66.04) 49.5 (39.26, 58.99) 56.6 (50.83, 61.88) 

24 month (95% CI) 33.8 (27.42, 40.28) 28.9 (20.26, 38.08) 32.3 (27.08, 37.58) 

36 month (95% CI) 22.7 (17.22, 28.69) 18.2 (11.17, 26.49) 21.3 (16.84, 26.10) 

48 month (95% CI) 16.9 (11.15, 23.74) 13.6 (7.28, 21.93) 16.3 (11.82, 21.38) 

60 month (95% CI) 16.9 (11.15, 23.74) NR (NE, NE) 16.3 (11.82, 21.38) 

 

Follow-up Time (month)    

Median (95% CI) 45.9 (44.42, 46.52) 40.9 (39.00, 49.61) 45.7 (43.96, 46.49) 

 

Data Source: ADSL ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Median follow-up time was estimated by the reverse Kaplan-Meier method. 

Medians and other quartiles were estimated by Kaplan-Meier method with 95% CIs estimated using the method of Brookmeyer and Crowley. 

Event free rates were estimated by Kaplan-Meier method with 95% CIs estimated using the Greenwood's formula. 

Docetaxel arm was the reference group for hazard ratio. 
a Two-sided p-value was estimated from log rank test stratified by : histology (squamous versus non-squamous) and lines of therapy (second versus third) for descriptive purpose 

only. 
b Hazard ratio (Tislelizumab vs. Docetaxel) was based on Cox regression model including treatment as covariate, and histology and lines of therapy as strata. 
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Figure 14.2.1.3.2:  

Kaplan-Meier Plot of Overall Survival (OS)  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Arm B: n = 103, events = 82; Median: 11.7, 95% CI: 8.77 - 14.88

Arm A: n = 214, events = 166; Median: 15.4, 95% CI: 13.24 - 18.23 HR (95% CI): 0.791 (0.606 - 1.032)

2-sided p-value: 0.0838

 
Data Source: ADSL ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Arm A = Tislelizumab, Arm B = Docetaxel. 

Hazard ratio and its 2-sided 95% CI was estimated from a stratified Cox regression model stratified by histology and line of therapy. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy, for descriptive purpose only. 
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Table 14.2.1.3.1.s: 

Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 105 (75.5) 15.4 (13.2, 20.6) 65 51 (78.5) 12.6 (9.2, 17.9) 0.815 (0.583, 1.140) 0.2325 

   Age >= 65 Years 75 61 (81.3) 14.6 (9.4, 20.0) 38 31 (81.6) 8.9 (5.4, 16.6) 0.817 (0.530, 1.261) 0.3595 

   Interaction        0.9346 

 

Sex         

   Male 166 133 (80.1) 15.2 (12.4, 17.5) 76 66 (86.8) 9.8 (7.5, 13.8) 0.731 (0.544, 0.983) 0.0376 

   Female 48 33 (68.8) 20.6 (11.6, 30.9) 27 16 (59.3) 16.6 (9.2, NE) 1.068 (0.587, 1.940) 0.8303 

   Interaction        0.2503 

 

Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.1.3.1.s: 

Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 129 (76.8) 16.6 (12.8, 20.6) 88 73 (83.0) 10.3 (7.8, 14.0) 0.746 (0.560, 0.995) 0.0457 

   White 38 29 (76.3) 14.1 (11.1, 19.4) 13 8 (61.5) 16.1 (3.8, NE) 1.149 (0.525, 2.516) 0.7284 

   Other 8 8 (100.0) 10.7 (3.5, 24.5) 2 1 (50.0) NR (11.7, NE) 3.329 (0.406, 27.259) 0.2361 

   Interaction        0.2315 

 

Region         

   China 167 129 (77.2) 16.6 (12.8, 20.6) 88 73 (83.0) 10.3 (7.8, 14.0) 0.746 (0.560, 0.995) 0.0458 

   Europe 32 25 (78.1) 14.1 (11.1, 19.4) 13 8 (61.5) 16.1 (3.8, NE) 1.193 (0.537, 2.649) 0.6639 

   Other 15 12 (80.0) 13.9 (3.5, 24.5) 2 1 (50.0) NR (11.7, NE) 2.474 (0.320, 19.124) 0.3692 

   Interaction        0.3078 

 

Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.1.3.1.s: 

Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 37 (74.0) 17.1 (13.2, 26.1) 19 11 (57.9) 21.2 (7.5, 37.6) 1.068 (0.544, 2.096) 0.8482 

   1 164 129 (78.7) 14.8 (12.1, 18.2) 84 71 (84.5) 10.3 (7.8, 14.0) 0.784 (0.587, 1.048) 0.1009 

   Interaction        0.3921 

 

Smoking Status         

   Current or Former 154 122 (79.2) 14.6 (12.1, 17.4) 66 56 (84.8) 9.3 (6.9, 13.8) 0.716 (0.522, 0.983) 0.0386 

   Never 60 44 (73.3) 20.7 (12.0, 29.5) 37 26 (70.3) 14.9 (9.2, 25.8) 0.943 (0.580, 1.532) 0.8150 

   Interaction        0.3275 

 

Histology         

   Non-squamous 125 90 (72.0) 19.4 (13.4, 23.2) 62 48 (77.4) 13.8 (9.2, 19.8) 0.795 (0.560, 1.130) 0.2025 

   Squamous 89 76 (85.4) 13.8 (10.7, 16.6) 41 34 (82.9) 8.9 (5.4, 12.6) 0.799 (0.533, 1.199) 0.2780 

   Interaction        0.9538 

 

Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.1.3.1.s: 

Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 106 (74.1) 18.3 (14.2, 21.4) 75 58 (77.3) 13.8 (9.3, 17.9) 0.793 (0.575, 1.093) 0.1566 

   Unknown 71 60 (84.5) 12.4 (9.4, 16.0) 28 24 (85.7) 7.7 (3.8, 14.6) 0.775 (0.482, 1.245) 0.2897 

   Interaction        0.9289 

 

ALK rearrangement at baseline         

   Wild type 108 80 (74.1) 20.6 (15.4, 24.7) 48 40 (83.3) 12.3 (8.1, 16.6) 0.630 (0.430, 0.922) 0.0169 

   Unknown 106 86 (81.1) 13.2 (10.3, 15.2) 55 42 (76.4) 10.7 (7.2, 17.9) 1.026 (0.709, 1.485) 0.8943 

   Interaction        0.0815 

 

Line of therapy         

   Second 180 137 (76.1) 16.6 (13.1, 20.0) 88 70 (79.5) 12.5 (8.9, 16.6) 0.819 (0.614, 1.092) 0.1742 

   Third 34 29 (85.3) 14.2 (7.8, 20.6) 15 12 (80.0) 8.1 (2.7, 17.9) 0.748 (0.379, 1.476) 0.4031 

   Interaction        0.7419 

 

Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.1.3.1.s: 

Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 29 (87.9) 20.5 (10.3, 23.0) 8 6 (75.0) 21.0 (7.5, NE) 1.326 (0.548, 3.205) 0.5296 

   Metastatic 181 137 (75.7) 15.3 (12.4, 17.6) 95 76 (80.0) 10.2 (7.8, 14.0) 0.766 (0.578, 1.014) 0.0627 

   Interaction        0.2107 

 

Brain metastases at baseline         

   Yes 13 11 (84.6) 10.5 (3.9, 20.0) 9 8 (88.9) 8.9 (3.4, 27.9) 0.980 (0.391, 2.453) 0.9653 

   No 201 155 (77.1) 15.5 (13.4, 18.3) 94 74 (78.7) 12.5 (8.8, 16.1) 0.812 (0.615, 1.071) 0.1401 

   Interaction        0.6938 

 

Liver metastases at baseline         

   Yes 27 22 (81.5) 11.1 (2.3, 15.4) 16 14 (87.5) 7.2 (3.4, 14.9) 0.765 (0.389, 1.508) 0.4383 

   No 187 144 (77.0) 16.9 (13.7, 20.6) 87 68 (78.2) 12.6 (8.9, 17.9) 0.834 (0.625, 1.113) 0.2173 

   Interaction        0.7140 

 

Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.2.1.3.2.s: 

Kaplan-Meier Plot of Overall Survival (OS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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No Subgroup has significant interactions for this analysis

 
 

Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 
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Table 14.2.2.1.4: 

Progression Free Survival (PFS) 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Progression-Free Survival    

Events, n (%) 192 (89.7) 81 (78.6) 273 (86.1) 

Progressive Disease 165 (77.1) 69 (67.0) 234 (73.8) 

Death 27 (12.6) 12 (11.7) 39 (12.3) 

 

Censored, n (%) 22 (10.3) 22 (21.4) 44 (13.9) 

No Disease Progression or Death 11 (5.1) 1 (1.0) 12 (3.8) 

No Baseline Assessment 0 (0.0) 0 (0.0) 0 (0.0) 

No Postbaseline Assessment 3 (1.4) 10 (9.7) 13 (4.1) 

New Anticancer Therapy 7 (3.3) 10 (9.7) 17 (5.4) 

Death or progression after missing 2 or more consecutive tumor 

assessments 

1 (0.5) 1 (1.0) 2 (0.6) 

 

Two-sided stratified log-rank test p-value a 0.2318   

Stratified Hazard Ratio (95% CI) b 0.851 (0.652, 1.112)   

 

Data Source: ADSL ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Median follow-up time was estimated by the reverse Kaplan-Meier method. 

Medians and other quartiles were estimated by Kaplan-Meier method with 95% CIs estimated using the method of Brookmeyer and Crowley. 

Event free rates were estimated by Kaplan-Meier method with 95% CIs estimated using the Greenwood's formula. 

Docetaxel arm was the reference group for hazard ratio. 
a Two-sided p-value was estimated from log rank test stratified by : histology (squamous versus non-squamous) and lines of therapy (second versus third) for descriptive purpose 

only. 
b Hazard ratio (Tislelizumab vs. Docetaxel) was based on Cox regression model including treatment as covariate, and histology and lines of therapy as strata. 
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Table 14.2.2.1.4: 

Progression Free Survival (PFS) 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Progression-Free Survival (month)    

Median (95% CI) 2.3 (2.14, 4.04) 2.9 (2.14, 4.17) 2.8 (2.17, 3.98) 

Q1 (95% CI) 2.0 (1.94, 2.04) 2.0 (1.51, 2.07) 2.0 (1.94, 2.04) 

Q3 (95% CI) 8.3 (6.34, 11.76) 6.0 (4.21, 8.77) 8.3 (6.28, 10.25) 

 

Event Free Rate at, %(95% CI)    

12 month (95% CI) 18.7 (13.65, 24.34) 10.9 (5.14, 19.05) 16.6 (12.48, 21.18) 

24 month (95% CI) 7.7 (4.49, 12.02) 4.1 (1.09, 10.37) 6.7 (4.13, 10.15) 

36 month (95% CI) 7.2 (4.07, 11.37) 2.7 (0.52, 8.46) 5.9 (3.51, 9.22) 

48 month (95% CI) 5.7 (2.91, 9.80) 0.0 (NE, NE) 3.9 (1.80, 7.39) 

60 month (95% CI) 5.7 (2.91, 9.80) 0.0 (NE, NE) 3.9 (1.80, 7.39) 

 

Follow-up Time (month)    

Median (95% CI) 44.9 (37.06, 48.99) 46.3 (46.29, NE) 45.0 (40.02, 48.99) 

 

Data Source: ADSL ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Median follow-up time was estimated by the reverse Kaplan-Meier method. 

Medians and other quartiles were estimated by Kaplan-Meier method with 95% CIs estimated using the method of Brookmeyer and Crowley. 

Event free rates were estimated by Kaplan-Meier method with 95% CIs estimated using the Greenwood's formula. 

Docetaxel arm was the reference group for hazard ratio. 
a Two-sided p-value was estimated from log rank test stratified by : histology (squamous versus non-squamous) and lines of therapy (second versus third) for descriptive purpose 

only. 
b Hazard ratio (Tislelizumab vs. Docetaxel) was based on Cox regression model including treatment as covariate, and histology and lines of therapy as strata. 
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Figure 14.2.2.1.5:  

Kaplan-Meier Plot of Progression Free Survival (PFS)  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Arm B: n = 103, events = 81; Median: 2.9, 95% CI: 2.14 - 4.17

Arm A: n = 214, events = 192; Median: 2.3, 95% CI: 2.14 - 4.04 HR (95% CI): 0.851 (0.652 - 1.112)

2-sided p-value: 0.2318

 
Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Arm A = Tislelizumab, Arm B = Docetaxel. 

Hazard ratio and its 2-sided 95% CI was estimated from a stratified Cox regression model stratified by histology and line of therapy. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy, for descriptive purpose only. 
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Table 14.2.2.1.4.s: 

Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 126 (90.6) 2.3 (2.1, 3.8) 65 51 (78.5) 2.9 (2.1, 4.2) 0.931 (0.672, 1.289) 0.6491 

   Age >= 65 Years 75 66 (88.0) 3.5 (2.1, 7.8) 38 30 (78.9) 2.8 (2.1, 4.2) 0.777 (0.500, 1.208) 0.2647 

   Interaction        0.5093 

 

Sex         

   Male 166 148 (89.2) 2.3 (2.1, 4.1) 76 60 (78.9) 2.8 (2.1, 4.2) 0.789 (0.582, 1.069) 0.1231 

   Female 48 44 (91.7) 3.2 (2.1, 4.2) 27 21 (77.8) 3.8 (1.9, 9.1) 1.121 (0.665, 1.889) 0.6714 

   Interaction        0.2728 

 

Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.1.4.s: 

Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 149 (88.7) 2.2 (2.1, 3.4) 88 68 (77.3) 2.8 (2.1, 4.2) 0.844 (0.632, 1.128) 0.2469 

   White 38 35 (92.1) 4.2 (2.1, 11.1) 13 12 (92.3) 4.0 (2.0, 12.6) 0.926 (0.478, 1.793) 0.8266 

   Other 8 8 (100.0) 3.0 (1.7, 17.5) 2 1 (50.0) NR (1.9, NE) 2.633 (0.314, 22.055) 0.3561 

   Interaction        0.4993 

 

Region         

   China 167 149 (89.2) 2.2 (2.1, 3.4) 88 68 (77.3) 2.8 (2.1, 4.2) 0.844 (0.632, 1.128) 0.2469 

   Europe 32 29 (90.6) 4.2 (2.0, 11.1) 13 12 (92.3) 4.0 (2.0, 12.6) 0.940 (0.477, 1.853) 0.8686 

   Other 15 14 (93.3) 4.0 (2.1, 13.5) 2 1 (50.0) NR (1.9, NE) 3.046 (0.379, 24.460) 0.2733 

   Interaction        0.5231 

 

Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.1.4.s: 

Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 45 (90.0) 2.1 (2.1, 4.2) 19 11 (57.9) 2.9 (1.5, 15.0) 1.001 (0.517, 1.939) 0.9757 

   1 164 147 (89.6) 3.2 (2.1, 4.1) 84 70 (83.3) 3.1 (2.1, 4.2) 0.818 (0.614, 1.091) 0.1725 

   Interaction        0.5632 

 

Smoking Status         

   Current or Former 154 136 (88.3) 3.4 (2.1, 4.4) 66 54 (81.8) 2.8 (2.1, 4.2) 0.739 (0.537, 1.018) 0.0617 

   Never 60 56 (93.3) 2.1 (2.1, 4.0) 37 27 (73.0) 3.8 (2.1, 4.4) 1.164 (0.735, 1.844) 0.5168 

   Interaction        0.1409 

 

Histology         

   Non-squamous 125 114 (91.2) 2.1 (2.1, 2.5) 62 48 (77.4) 3.3 (2.1, 4.2) 1.128 (0.805, 1.581) 0.4941 

   Squamous 89 78 (87.6) 4.2 (2.3, 6.3) 41 33 (80.5) 2.8 (2.1, 4.2) 0.495 (0.320, 0.765) 0.0011 

   Interaction        0.0146 

 

Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.1.4.s: 

Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 131 (91.6) 2.2 (2.1, 3.4) 75 59 (78.7) 3.3 (2.1, 4.2) 0.978 (0.718, 1.331) 0.8806 

   Unknown 71 61 (85.9) 4.2 (2.2, 6.2) 28 22 (78.6) 2.8 (2.0, 5.2) 0.599 (0.361, 0.993) 0.0411 

   Interaction        0.1667 

 

ALK rearrangement at baseline         

   Wild type 108 98 (90.7) 2.1 (2.1, 3.4) 48 39 (81.3) 2.1 (2.1, 3.3) 0.666 (0.453, 0.980) 0.0353 

   Unknown 106 94 (88.7) 4.0 (2.2, 6.1) 55 42 (76.4) 4.2 (2.3, 6.4) 1.035 (0.719, 1.490) 0.8626 

   Interaction        0.0578 

 

Line of therapy         

   Second 180 161 (89.4) 2.3 (2.1, 4.0) 88 68 (77.3) 3.3 (2.1, 4.2) 0.917 (0.690, 1.219) 0.5380 

   Third 34 31 (91.2) 3.2 (2.1, 6.6) 15 13 (86.7) 2.2 (2.1, 4.2) 0.528 (0.268, 1.038) 0.0669 

   Interaction        0.1965 

 

Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.1.4.s: 

Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 27 (81.8) 4.4 (2.1, 6.2) 8 5 (62.5) 5.2 (2.9, NE) 1.168 (0.449, 3.041) 0.7651 

   Metastatic 181 165 (91.2) 2.2 (2.1, 3.4) 95 76 (80.0) 2.7 (2.1, 4.0) 0.863 (0.657, 1.135) 0.2886 

   Interaction        0.4901 

 

Brain metastases at baseline         

   Yes 13 13 (100.0) 2.1 (2.0, 2.1) 9 7 (77.8) 2.1 (1.5, NE) 1.837 (0.647, 5.219) 0.1988 

   No 201 179 (89.1) 3.4 (2.1, 4.2) 94 74 (78.7) 3.1 (2.2, 4.2) 0.813 (0.619, 1.069) 0.1338 

   Interaction        0.0389 

 

Liver metastases at baseline         

   Yes 27 25 (92.6) 2.1 (1.9, 3.8) 16 15 (93.8) 2.1 (1.1, 4.0) 0.748 (0.384, 1.455) 0.3785 

   No 187 167 (89.3) 3.2 (2.1, 4.2) 87 66 (75.9) 3.3 (2.2, 4.2) 0.908 (0.682, 1.209) 0.5046 

   Interaction        0.3409 

 

Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.2.2.1.5.s: 

Kaplan-Meier Plot of Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 125, events = 114, Median: 2.1, 95% CI: 2.1 - 2.5

Docetaxel: n = 62, events = 48, Median: 3.3, 95% CI: 2.1 - 4.2

HR (95% CI): 1.128 (0.805, 1.581)

Log-rank test p-value: 0.4941

 
 

Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 
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Figure 14.2.2.1.5.s: 

Kaplan-Meier Plot of Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Histology: Squamous
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T islelizumab: n = 89, events = 78, Median: 4.2, 95% CI: 2.3 - 6.3

Docetaxel: n = 41, events = 33, Median: 2.8, 95% CI: 2.1 - 4.2

HR (95% CI): 0.495 (0.320, 0.765)

Log-rank test p-value: 0.0011

 
 

Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 
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Figure 14.2.2.1.5.s: 

Kaplan-Meier Plot of Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 13, events = 13, Median: 2.1, 95% CI: 2.0 - 2.1

Docetaxel: n = 9, events = 7, Median: 2.1, 95% CI: 1.5 - NE

HR (95% CI): 1.837 (0.647, 5.219)

Log-rank test p-value: 0.1988

 
 

Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 
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Figure 14.2.2.1.5.s: 

Kaplan-Meier Plot of Progression Free Survival (PFS) - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 201, events = 179, Median: 3.4, 95% CI: 2.1 - 4.2

Docetaxel: n = 94, events = 74, Median: 3.1, 95% CI: 2.2 - 4.2

HR (95% CI): 0.813 (0.619, 1.069)

Log-rank test p-value: 0.1338

 
 

Data Source: ADSL, ADTTE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and its 2-sided 95% CI was estimated from an unstratified Cox regression model. 
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Table 14.2.3: 

Confirmed Objective Response 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Odds Ratio  

(95% CI) a 

Relative Risk  

(95% CI) a 

Risk Difference  

(95% CI) a 2-sided p-value b    

Confirmed Objective Response Rate (ORR) 21 (9.8) 5 (4.9) 2.108 (0.770, 5.774) 2.005 (0.771, 5.216) 4.846 (-0.894, 10.585) 0.1417 

 

Data Source: ADSL, ADRS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Percentages were based on N. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator, stratified by histology and line of therapy. 
b P-value was calculated using the Cochran-Mantel-Haenszel Chi-square test, stratified by histology and line of therapy. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Age         

   Age < 65 Years 139 11 (7.9) 65 2 (3.1) 2.707 (0.582, 12.584) 2.572 (0.587, 11.271) 4.837 (-1.309, 10.982) 0.1887 

   Age >= 65 Years 75 10 (13.3) 38 3 (7.9) 1.795 (0.463, 6.952) 1.689 (0.494, 5.777) 5.439 (-6.081, 16.958) 0.3941 

   Interaction        0.6930 

 

Sex         

   Male 166 16 (9.6) 76 2 (2.6) 3.947 (0.884, 17.619) 3.663 (0.864, 15.532) 7.007 (1.253, 12.761) 0.0543 

   Female 48 5 (10.4) 27 3 (11.1) 0.930 (0.204, 4.236) 0.938 (0.243, 3.622) -0.694 (-15.364, 13.975) 0.9260 

   Interaction        0.1682 

 

Data Source: ADSL, ADRS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Race         

   Asian 168 15 (8.9) 88 2 (2.3) 4.216 (0.942, 18.872) 3.929 (0.919, 16.793) 6.656 (1.337, 11.975) 0.0426 

   White 38 4 (10.5) 13 2 (15.4) 0.647 (0.104, 4.028) 0.684 (0.141, 3.309) -4.858 (-26.764, 17.048) 0.6422 

   Other 8 2 (25.0) 2 1 (50.0) 0.333 (0.014, 8.182) 0.500 (0.080, 3.127) -25.000 (-100.000, 

50.513) 

0.5127 

   Interaction        0.1402 

 

Data Source: ADSL, ADRS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Region         

   China 167 15 (9.0) 88 2 (2.3) 4.243 (0.948, 18.997) 3.952 (0.925, 16.893) 6.709 (1.371, 12.048) 0.0416 

   Europe 32 4 (12.5) 13 2 (15.4) 0.786 (0.125, 4.923) 0.813 (0.169, 3.906) -2.885 (-25.600, 19.830) 0.7986 

   Other 15 2 (13.3) 2 1 (50.0) 0.154 (0.007, 3.577) 0.267 (0.040, 1.771) -36.667 (-100.000, 

34.732) 

0.2151 

   Interaction        0.0599 

 

ECOG performance-status 

score 

        

   0 50 2 (4.0) 19 2 (10.5) 0.354 (0.046, 2.714) 0.380 (0.058, 2.509) -6.526 (-21.356, 8.303) 0.3036 

   1 164 19 (11.6) 84 3 (3.6) 3.538 (1.016, 12.319) 3.244 (0.988, 10.651) 8.014 (1.710, 14.318) 0.0360 

   Interaction        0.0364 

 

Data Source: ADSL, ADRS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Smoking Status         

   Current or Former 154 15 (9.7) 66 2 (3.0) 3.453 (0.767, 15.551) 3.214 (0.756, 13.661) 6.710 (0.462, 12.958) 0.0884 

   Never 60 6 (10.0) 37 3 (8.1) 1.259 (0.295, 5.373) 1.233 (0.328, 4.635) 1.892 (-9.726, 13.510) 0.7563 

   Interaction        0.3344 

 

Histology         

   Non-squamous 125 12 (9.6) 62 4 (6.5) 1.540 (0.476, 4.986) 1.488 (0.500, 4.425) 3.148 (-4.856, 11.152) 0.4699 

   Squamous 89 9 (10.1) 41 1 (2.4) 4.500 (0.551, 36.768) 4.146 (0.543, 31.650) 7.673 (-0.171, 15.517) 0.1286 

   Interaction        0.3693 

 

Data Source: ADSL, ADRS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-orr-subgrp.sas  23AUG2024 04:01  t-14-02-03-s-eff-orr-subgrp-cl.rtf 

4080



Protocol BGB-A317-303 Page 5 of 7 
 

Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

EGFR mutation at baseline         

   Wild type 143 14 (9.8) 75 4 (5.3) 1.926 (0.611, 6.074) 1.836 (0.626, 5.381) 4.457 (-2.585, 11.499) 0.2571 

   Unknown 71 7 (9.9) 28 1 (3.6) 2.953 (0.346, 25.176) 2.761 (0.356, 21.425) 6.288 (-3.476, 16.052) 0.3037 

   Interaction        0.7291 

 

ALK rearrangement at 

baseline 

        

   Wild type 108 10 (9.3) 48 1 (2.1) 4.796 (0.596, 38.575) 4.444 (0.585, 33.750) 7.176 (0.378, 13.974) 0.1073 

   Unknown 106 11 (10.4) 55 4 (7.3) 1.476 (0.447, 4.872) 1.427 (0.476, 4.274) 3.105 (-5.885, 12.094) 0.5217 

   Interaction        0.3199 

 

Data Source: ADSL, ADRS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Line of therapy         

   Second 180 16 (8.9) 88 4 (4.5) 2.049 (0.664, 6.322) 1.956 (0.674, 5.676) 4.343 (-1.675, 10.362) 0.2047 

   Third 34 5 (14.7) 15 1 (6.7) 2.414 (0.257, 22.669) 2.206 (0.281, 17.295) 8.039 (-9.312, 25.391) 0.4336 

   Interaction        0.8980 

 

Disease Stage         

   Locally advanced 33 4 (12.1) 8 0 (0.0) NE (NE, NE) NE (NE, NE) 12.121 (0.986, 23.257) 0.3059 

   Metastatic 181 17 (9.4) 95 5 (5.3) 1.866 (0.666, 5.225) 1.785 (0.679, 4.687) 4.129 (-2.053, 10.312) 0.2297 

   Interaction        0.4475 

 

Data Source: ADSL, ADRS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.3.s: 

Confirmed Objective Response Rate - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Total 

No. 

of 

Patients 

Responders 

n (%) 

Odds Ratio 

(95% CI) a 

Relative Risk 

(95% CI) a 

Risk Difference 

(95% CI) a 

2-sided 

p-value b 

Brain metastases at baseline         

   Yes 13 0 (0.0) 9 0 (0.0) -- -- -- -- 

   No 201 21 (10.4) 94 5 (5.3) 2.077 (0.758, 5.689) 1.964 (0.764, 5.049) 5.129 (-1.073, 11.330) 0.1484 

   Interaction c        NE 

 

Liver metastases at baseline         

   Yes 27 1 (3.7) 16 0 (0.0) NE (NE, NE) NE (NE, NE) 3.704 (-3.420, 10.827) 0.4414 

   No 187 20 (10.7) 87 5 (5.7) 1.964 (0.712, 5.420) 1.861 (0.722, 4.795) 4.948 (-1.650, 11.546) 0.1863 

   Interaction        0.5795 

 

Data Source: ADSL, ADRS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE = not estimable. 

Percentages were based on N. Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 responders, 

subgroup analyses would be performed and displayed. Otherwise, number of patients and number of responders are displayed. 

ORR is confirmed and defined as proportion of number of patients with a confirmed PR or CR per RECIST v1.1 (i.e. ORR = CR+PR). 
a Odds ratio and relative risk were assumed to be log normally distributed. Mantel-Haenszel common risk difference was estimated. 95% CI was constructed by a normal 

approximation and Sato's variance estimator. 
b P-value was calculated using the unstratified Chi-square test. P-value for the interaction was based on Breslow-Day test testing for differences in treatment effect across 

subgroups. 
c Breslow-day test is not applicable because the total number of respondents in all subgroup levels within one treatment arm or in both treatment arms within one subgroup level is 

zero. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Baseline   

Patients at Visit, n 214 103 

Patients Complete Questionnaire, n 212 97 

Completion Rate (%) a 99.1 94.2 

Adjusted Completion Rate (%) b 99.1 94.2 

 

Cycle 2   

Patients at Visit, n 195 84 

Patients Complete Questionnaire, n 195 84 

Completion Rate (%) a 91.1 81.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 3   

Patients at Visit, n 176 70 

Patients Complete Questionnaire, n 175 70 

Completion Rate (%) a 81.8 68.0 

Adjusted Completion Rate (%) b 99.4 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 4   

Patients at Visit, n 131 44 

Patients Complete Questionnaire, n 131 44 

Completion Rate (%) a 61.2 42.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 5   

Patients at Visit, n 122 36 

Patients Complete Questionnaire, n 122 36 

Completion Rate (%) a 57.0 35.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 6   

Patients at Visit, n 107 33 

Patients Complete Questionnaire, n 107 33 

Completion Rate (%) a 50.0 32.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 7   

Patients at Visit, n 94 21 

Patients Complete Questionnaire, n 94 21 

Completion Rate (%) a 43.9 20.4 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 8   

Patients at Visit, n 89 18 

Patients Complete Questionnaire, n 89 18 

Completion Rate (%) a 41.6 17.5 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 9   

Patients at Visit, n 80 17 

Patients Complete Questionnaire, n 80 17 

Completion Rate (%) a 37.4 16.5 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 10   

Patients at Visit, n 69 15 

Patients Complete Questionnaire, n 69 15 

Completion Rate (%) a 32.2 14.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 11   

Patients at Visit, n 68 15 

Patients Complete Questionnaire, n 68 15 

Completion Rate (%) a 31.8 14.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 12   

Patients at Visit, n 62 14 

Patients Complete Questionnaire, n 62 14 

Completion Rate (%) a 29.0 13.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 13   

Patients at Visit, n 56 9 

Patients Complete Questionnaire, n 56 9 

Completion Rate (%) a 26.2 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 14   

Patients at Visit, n 56 9 

Patients Complete Questionnaire, n 56 9 

Completion Rate (%) a 26.2 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 15   

Patients at Visit, n 53 9 

Patients Complete Questionnaire, n 53 9 

Completion Rate (%) a 24.8 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 16   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 17   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 18   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 19   

Patients at Visit, n 48 8 

Patients Complete Questionnaire, n 48 8 

Completion Rate (%) a 22.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 20   

Patients at Visit, n 46 8 

Patients Complete Questionnaire, n 46 8 

Completion Rate (%) a 21.5 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 21   

Patients at Visit, n 45 8 

Patients Complete Questionnaire, n 45 8 

Completion Rate (%) a 21.0 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 22   

Patients at Visit, n 44 5 

Patients Complete Questionnaire, n 44 5 

Completion Rate (%) a 20.6 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 23   

Patients at Visit, n 38 5 

Patients Complete Questionnaire, n 38 5 

Completion Rate (%) a 17.8 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 24   

Patients at Visit, n 37 5 

Patients Complete Questionnaire, n 37 5 

Completion Rate (%) a 17.3 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 25   

Patients at Visit, n 35 5 

Patients Complete Questionnaire, n 35 5 

Completion Rate (%) a 16.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 26   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 27   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 28   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 29   

Patients at Visit, n 31 5 

Patients Complete Questionnaire, n 31 5 

Completion Rate (%) a 14.5 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 30   

Patients at Visit, n 28 5 

Patients Complete Questionnaire, n 28 5 

Completion Rate (%) a 13.1 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 31   

Patients at Visit, n 27 5 

Patients Complete Questionnaire, n 27 5 

Completion Rate (%) a 12.6 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 32   

Patients at Visit, n 25 5 

Patients Complete Questionnaire, n 25 5 

Completion Rate (%) a 11.7 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 33   

Patients at Visit, n 23 5 

Patients Complete Questionnaire, n 23 5 

Completion Rate (%) a 10.7 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 34   

Patients at Visit, n 23 3 

Patients Complete Questionnaire, n 23 3 

Completion Rate (%) a 10.7 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 35   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 36   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 37   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 38   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 39   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 40   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 41   

Patients at Visit, n 19 3 

Patients Complete Questionnaire, n 19 3 

Completion Rate (%) a 8.9 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 42   

Patients at Visit, n 18 3 

Patients Complete Questionnaire, n 18 3 

Completion Rate (%) a 8.4 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 43   

Patients at Visit, n 18 3 

Patients Complete Questionnaire, n 18 3 

Completion Rate (%) a 8.4 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 44   

Patients at Visit, n 18 3 

Patients Complete Questionnaire, n 18 3 

Completion Rate (%) a 8.4 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 45   

Patients at Visit, n 18 3 

Patients Complete Questionnaire, n 18 3 

Completion Rate (%) a 8.4 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 46   

Patients at Visit, n 18 2 

Patients Complete Questionnaire, n 18 2 

Completion Rate (%) a 8.4 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 47   

Patients at Visit, n 18 2 

Patients Complete Questionnaire, n 18 2 

Completion Rate (%) a 8.4 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 48   

Patients at Visit, n 17 2 

Patients Complete Questionnaire, n 17 2 

Completion Rate (%) a 7.9 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 49   

Patients at Visit, n 17 2 

Patients Complete Questionnaire, n 17 2 

Completion Rate (%) a 7.9 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 50   

Patients at Visit, n 17 2 

Patients Complete Questionnaire, n 17 2 

Completion Rate (%) a 7.9 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 51   

Patients at Visit, n 15 2 

Patients Complete Questionnaire, n 15 2 

Completion Rate (%) a 7.0 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 52   

Patients at Visit, n 15 2 

Patients Complete Questionnaire, n 15 2 

Completion Rate (%) a 7.0 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 53   

Patients at Visit, n 15 2 

Patients Complete Questionnaire, n 15 2 

Completion Rate (%) a 7.0 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 54   

Patients at Visit, n 15 2 

Patients Complete Questionnaire, n 15 2 

Completion Rate (%) a 7.0 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 55   

Patients at Visit, n 14 2 

Patients Complete Questionnaire, n 14 2 

Completion Rate (%) a 6.5 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 56   

Patients at Visit, n 13 2 

Patients Complete Questionnaire, n 13 2 

Completion Rate (%) a 6.1 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 57   

Patients at Visit, n 13 2 

Patients Complete Questionnaire, n 13 2 

Completion Rate (%) a 6.1 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 58   

Patients at Visit, n 13 2 

Patients Complete Questionnaire, n 13 1 

Completion Rate (%) a 6.1 1.0 

Adjusted Completion Rate (%) b 100.0 50.0 

 

Cycle 59   

Patients at Visit, n 12 2 

Patients Complete Questionnaire, n 12 2 

Completion Rate (%) a 5.6 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 60   

Patients at Visit, n 12 2 

Patients Complete Questionnaire, n 12 2 

Completion Rate (%) a 5.6 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 61   

Patients at Visit, n 10 2 

Patients Complete Questionnaire, n 10 2 

Completion Rate (%) a 4.7 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 62   

Patients at Visit, n 9 2 

Patients Complete Questionnaire, n 9 2 

Completion Rate (%) a 4.2 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 63   

Patients at Visit, n 8 1 

Patients Complete Questionnaire, n 8 1 

Completion Rate (%) a 3.7 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 64   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 65   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 66   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 67   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 68   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 69   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 70   

Patients at Visit, n 5 1 

Patients Complete Questionnaire, n 5 1 

Completion Rate (%) a 2.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 71   

Patients at Visit, n 4 0 

Patients Complete Questionnaire, n 4 0 

Completion Rate (%) a 1.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 72   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 73   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 74   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 75   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 76   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 77   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 78   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 79   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 80   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 81   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 82   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 83   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 84   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 85   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 86   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 87   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-C30 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 88   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

End of Treatment   

Patients at Visit, n 214 103 

Patients Complete Questionnaire, n 135 70 

Completion Rate (%) a 63.1 68.0 

Adjusted Completion Rate (%) b 63.1 68.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Baseline   

Patients at Visit, n 214 103 

Patients Complete Questionnaire, n 212 97 

Completion Rate (%) a 99.1 94.2 

Adjusted Completion Rate (%) b 99.1 94.2 

 

Cycle 2   

Patients at Visit, n 195 84 

Patients Complete Questionnaire, n 195 84 

Completion Rate (%) a 91.1 81.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 3   

Patients at Visit, n 176 70 

Patients Complete Questionnaire, n 174 70 

Completion Rate (%) a 81.3 68.0 

Adjusted Completion Rate (%) b 98.9 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 4   

Patients at Visit, n 131 44 

Patients Complete Questionnaire, n 131 44 

Completion Rate (%) a 61.2 42.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 5   

Patients at Visit, n 122 36 

Patients Complete Questionnaire, n 122 36 

Completion Rate (%) a 57.0 35.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 6   

Patients at Visit, n 107 33 

Patients Complete Questionnaire, n 107 33 

Completion Rate (%) a 50.0 32.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 7   

Patients at Visit, n 94 21 

Patients Complete Questionnaire, n 94 21 

Completion Rate (%) a 43.9 20.4 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 8   

Patients at Visit, n 89 18 

Patients Complete Questionnaire, n 89 18 

Completion Rate (%) a 41.6 17.5 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 9   

Patients at Visit, n 80 17 

Patients Complete Questionnaire, n 80 17 

Completion Rate (%) a 37.4 16.5 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 10   

Patients at Visit, n 69 15 

Patients Complete Questionnaire, n 69 15 

Completion Rate (%) a 32.2 14.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 11   

Patients at Visit, n 68 15 

Patients Complete Questionnaire, n 68 15 

Completion Rate (%) a 31.8 14.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 12   

Patients at Visit, n 62 14 

Patients Complete Questionnaire, n 62 14 

Completion Rate (%) a 29.0 13.6 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 13   

Patients at Visit, n 56 9 

Patients Complete Questionnaire, n 56 9 

Completion Rate (%) a 26.2 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 14   

Patients at Visit, n 56 9 

Patients Complete Questionnaire, n 56 9 

Completion Rate (%) a 26.2 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 15   

Patients at Visit, n 53 9 

Patients Complete Questionnaire, n 53 9 

Completion Rate (%) a 24.8 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 16   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 49 8 

Completion Rate (%) a 22.9 7.8 

Adjusted Completion Rate (%) b 98.0 100.0 

 

Cycle 17   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 18   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 19   

Patients at Visit, n 48 8 

Patients Complete Questionnaire, n 48 8 

Completion Rate (%) a 22.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 20   

Patients at Visit, n 46 8 

Patients Complete Questionnaire, n 46 8 

Completion Rate (%) a 21.5 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 21   

Patients at Visit, n 45 8 

Patients Complete Questionnaire, n 45 8 

Completion Rate (%) a 21.0 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 22   

Patients at Visit, n 44 5 

Patients Complete Questionnaire, n 44 5 

Completion Rate (%) a 20.6 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 23   

Patients at Visit, n 38 5 

Patients Complete Questionnaire, n 38 5 

Completion Rate (%) a 17.8 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 24   

Patients at Visit, n 37 5 

Patients Complete Questionnaire, n 37 5 

Completion Rate (%) a 17.3 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 25   

Patients at Visit, n 35 5 

Patients Complete Questionnaire, n 35 5 

Completion Rate (%) a 16.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 26   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 27   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 28   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 29   

Patients at Visit, n 31 5 

Patients Complete Questionnaire, n 31 5 

Completion Rate (%) a 14.5 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 30   

Patients at Visit, n 28 5 

Patients Complete Questionnaire, n 28 5 

Completion Rate (%) a 13.1 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 31   

Patients at Visit, n 27 5 

Patients Complete Questionnaire, n 27 5 

Completion Rate (%) a 12.6 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 32   

Patients at Visit, n 25 5 

Patients Complete Questionnaire, n 25 5 

Completion Rate (%) a 11.7 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 33   

Patients at Visit, n 23 5 

Patients Complete Questionnaire, n 23 5 

Completion Rate (%) a 10.7 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 34   

Patients at Visit, n 23 3 

Patients Complete Questionnaire, n 23 3 

Completion Rate (%) a 10.7 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 35   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 36   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 37   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 38   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 39   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 40   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 41   

Patients at Visit, n 19 3 

Patients Complete Questionnaire, n 19 3 

Completion Rate (%) a 8.9 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 42   

Patients at Visit, n 18 3 

Patients Complete Questionnaire, n 18 3 

Completion Rate (%) a 8.4 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 43   

Patients at Visit, n 18 3 

Patients Complete Questionnaire, n 18 3 

Completion Rate (%) a 8.4 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 44   

Patients at Visit, n 18 3 

Patients Complete Questionnaire, n 18 3 

Completion Rate (%) a 8.4 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 45   

Patients at Visit, n 18 3 

Patients Complete Questionnaire, n 18 3 

Completion Rate (%) a 8.4 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 46   

Patients at Visit, n 18 2 

Patients Complete Questionnaire, n 18 2 

Completion Rate (%) a 8.4 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 47   

Patients at Visit, n 18 2 

Patients Complete Questionnaire, n 18 2 

Completion Rate (%) a 8.4 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 48   

Patients at Visit, n 17 2 

Patients Complete Questionnaire, n 17 2 

Completion Rate (%) a 7.9 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 49   

Patients at Visit, n 17 2 

Patients Complete Questionnaire, n 17 2 

Completion Rate (%) a 7.9 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 50   

Patients at Visit, n 17 2 

Patients Complete Questionnaire, n 17 2 

Completion Rate (%) a 7.9 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 51   

Patients at Visit, n 15 2 

Patients Complete Questionnaire, n 15 2 

Completion Rate (%) a 7.0 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 52   

Patients at Visit, n 15 2 

Patients Complete Questionnaire, n 15 2 

Completion Rate (%) a 7.0 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 53   

Patients at Visit, n 15 2 

Patients Complete Questionnaire, n 15 2 

Completion Rate (%) a 7.0 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 54   

Patients at Visit, n 15 2 

Patients Complete Questionnaire, n 15 2 

Completion Rate (%) a 7.0 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 55   

Patients at Visit, n 14 2 

Patients Complete Questionnaire, n 14 2 

Completion Rate (%) a 6.5 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 56   

Patients at Visit, n 13 2 

Patients Complete Questionnaire, n 13 2 

Completion Rate (%) a 6.1 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 57   

Patients at Visit, n 13 2 

Patients Complete Questionnaire, n 13 2 

Completion Rate (%) a 6.1 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 58   

Patients at Visit, n 13 2 

Patients Complete Questionnaire, n 13 1 

Completion Rate (%) a 6.1 1.0 

Adjusted Completion Rate (%) b 100.0 50.0 

 

Cycle 59   

Patients at Visit, n 12 2 

Patients Complete Questionnaire, n 12 2 

Completion Rate (%) a 5.6 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 60   

Patients at Visit, n 12 2 

Patients Complete Questionnaire, n 12 2 

Completion Rate (%) a 5.6 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 61   

Patients at Visit, n 10 2 

Patients Complete Questionnaire, n 10 2 

Completion Rate (%) a 4.7 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 62   

Patients at Visit, n 9 2 

Patients Complete Questionnaire, n 9 2 

Completion Rate (%) a 4.2 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 63   

Patients at Visit, n 8 1 

Patients Complete Questionnaire, n 8 1 

Completion Rate (%) a 3.7 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 64   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 65   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 66   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 67   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 68   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 69   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 70   

Patients at Visit, n 5 1 

Patients Complete Questionnaire, n 5 1 

Completion Rate (%) a 2.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 71   

Patients at Visit, n 4 0 

Patients Complete Questionnaire, n 4 0 

Completion Rate (%) a 1.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 72   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 73   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 74   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 75   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 76   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 77   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 78   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 79   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 80   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 81   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 82   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 83   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 84   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 85   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 86   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 87   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EORTC QLQ-LC13 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 88   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

End of Treatment   

Patients at Visit, n 214 103 

Patients Complete Questionnaire, n 135 70 

Completion Rate (%) a 63.1 68.0 

Adjusted Completion Rate (%) b 63.1 68.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Baseline   

Patients at Visit, n 214 103 

Patients Complete Questionnaire, n 165 69 

Completion Rate (%) a 77.1 67.0 

Adjusted Completion Rate (%) b 77.1 67.0 

 

Cycle 2   

Patients at Visit, n 195 84 

Patients Complete Questionnaire, n 158 60 

Completion Rate (%) a 73.8 58.3 

Adjusted Completion Rate (%) b 81.0 71.4 

 

Cycle 3   

Patients at Visit, n 176 70 

Patients Complete Questionnaire, n 144 52 

Completion Rate (%) a 67.3 50.5 

Adjusted Completion Rate (%) b 81.8 74.3 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 4   

Patients at Visit, n 131 44 

Patients Complete Questionnaire, n 111 35 

Completion Rate (%) a 51.9 34.0 

Adjusted Completion Rate (%) b 84.7 79.5 

 

Cycle 5   

Patients at Visit, n 122 36 

Patients Complete Questionnaire, n 107 29 

Completion Rate (%) a 50.0 28.2 

Adjusted Completion Rate (%) b 87.7 80.6 

 

Cycle 6   

Patients at Visit, n 107 33 

Patients Complete Questionnaire, n 95 30 

Completion Rate (%) a 44.4 29.1 

Adjusted Completion Rate (%) b 88.8 90.9 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 7   

Patients at Visit, n 94 21 

Patients Complete Questionnaire, n 85 19 

Completion Rate (%) a 39.7 18.4 

Adjusted Completion Rate (%) b 90.4 90.5 

 

Cycle 8   

Patients at Visit, n 89 18 

Patients Complete Questionnaire, n 80 18 

Completion Rate (%) a 37.4 17.5 

Adjusted Completion Rate (%) b 89.9 100.0 

 

Cycle 9   

Patients at Visit, n 80 17 

Patients Complete Questionnaire, n 74 17 

Completion Rate (%) a 34.6 16.5 

Adjusted Completion Rate (%) b 92.5 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 10   

Patients at Visit, n 69 15 

Patients Complete Questionnaire, n 65 15 

Completion Rate (%) a 30.4 14.6 

Adjusted Completion Rate (%) b 94.2 100.0 

 

Cycle 11   

Patients at Visit, n 68 15 

Patients Complete Questionnaire, n 66 15 

Completion Rate (%) a 30.8 14.6 

Adjusted Completion Rate (%) b 97.1 100.0 

 

Cycle 12   

Patients at Visit, n 62 14 

Patients Complete Questionnaire, n 61 14 

Completion Rate (%) a 28.5 13.6 

Adjusted Completion Rate (%) b 98.4 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 13   

Patients at Visit, n 56 9 

Patients Complete Questionnaire, n 56 9 

Completion Rate (%) a 26.2 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 14   

Patients at Visit, n 56 9 

Patients Complete Questionnaire, n 56 9 

Completion Rate (%) a 26.2 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 15   

Patients at Visit, n 53 9 

Patients Complete Questionnaire, n 53 9 

Completion Rate (%) a 24.8 8.7 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 16   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 17   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 18   

Patients at Visit, n 50 8 

Patients Complete Questionnaire, n 50 8 

Completion Rate (%) a 23.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 19   

Patients at Visit, n 48 8 

Patients Complete Questionnaire, n 48 8 

Completion Rate (%) a 22.4 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 20   

Patients at Visit, n 46 8 

Patients Complete Questionnaire, n 46 8 

Completion Rate (%) a 21.5 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 21   

Patients at Visit, n 45 8 

Patients Complete Questionnaire, n 45 8 

Completion Rate (%) a 21.0 7.8 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 22   

Patients at Visit, n 44 5 

Patients Complete Questionnaire, n 44 5 

Completion Rate (%) a 20.6 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 23   

Patients at Visit, n 38 5 

Patients Complete Questionnaire, n 38 5 

Completion Rate (%) a 17.8 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 24   

Patients at Visit, n 37 5 

Patients Complete Questionnaire, n 37 5 

Completion Rate (%) a 17.3 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 25   

Patients at Visit, n 35 5 

Patients Complete Questionnaire, n 35 5 

Completion Rate (%) a 16.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 26   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 27   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 28   

Patients at Visit, n 33 5 

Patients Complete Questionnaire, n 33 5 

Completion Rate (%) a 15.4 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 29   

Patients at Visit, n 31 5 

Patients Complete Questionnaire, n 31 5 

Completion Rate (%) a 14.5 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 30   

Patients at Visit, n 28 5 

Patients Complete Questionnaire, n 28 5 

Completion Rate (%) a 13.1 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 31   

Patients at Visit, n 27 5 

Patients Complete Questionnaire, n 27 5 

Completion Rate (%) a 12.6 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 32   

Patients at Visit, n 25 5 

Patients Complete Questionnaire, n 25 5 

Completion Rate (%) a 11.7 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 33   

Patients at Visit, n 23 5 

Patients Complete Questionnaire, n 23 5 

Completion Rate (%) a 10.7 4.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 34   

Patients at Visit, n 23 3 

Patients Complete Questionnaire, n 23 3 

Completion Rate (%) a 10.7 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 35   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 36   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 37   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 38   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 39   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 40   

Patients at Visit, n 21 3 

Patients Complete Questionnaire, n 21 3 

Completion Rate (%) a 9.8 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 41   

Patients at Visit, n 19 3 

Patients Complete Questionnaire, n 19 3 

Completion Rate (%) a 8.9 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 42   

Patients at Visit, n 18 3 

Patients Complete Questionnaire, n 18 3 

Completion Rate (%) a 8.4 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 43   

Patients at Visit, n 18 3 

Patients Complete Questionnaire, n 18 3 

Completion Rate (%) a 8.4 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 44   

Patients at Visit, n 18 3 

Patients Complete Questionnaire, n 18 3 

Completion Rate (%) a 8.4 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 45   

Patients at Visit, n 18 3 

Patients Complete Questionnaire, n 18 3 

Completion Rate (%) a 8.4 2.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 46   

Patients at Visit, n 18 2 

Patients Complete Questionnaire, n 18 2 

Completion Rate (%) a 8.4 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 47   

Patients at Visit, n 18 2 

Patients Complete Questionnaire, n 18 2 

Completion Rate (%) a 8.4 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 48   

Patients at Visit, n 17 2 

Patients Complete Questionnaire, n 17 2 

Completion Rate (%) a 7.9 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 49   

Patients at Visit, n 17 2 

Patients Complete Questionnaire, n 17 2 

Completion Rate (%) a 7.9 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 50   

Patients at Visit, n 17 2 

Patients Complete Questionnaire, n 17 2 

Completion Rate (%) a 7.9 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 51   

Patients at Visit, n 15 2 

Patients Complete Questionnaire, n 15 2 

Completion Rate (%) a 7.0 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 52   

Patients at Visit, n 15 2 

Patients Complete Questionnaire, n 15 2 

Completion Rate (%) a 7.0 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 53   

Patients at Visit, n 15 2 

Patients Complete Questionnaire, n 15 2 

Completion Rate (%) a 7.0 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 54   

Patients at Visit, n 15 2 

Patients Complete Questionnaire, n 15 2 

Completion Rate (%) a 7.0 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 55   

Patients at Visit, n 14 2 

Patients Complete Questionnaire, n 14 2 

Completion Rate (%) a 6.5 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 56   

Patients at Visit, n 13 2 

Patients Complete Questionnaire, n 13 2 

Completion Rate (%) a 6.1 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 57   

Patients at Visit, n 13 2 

Patients Complete Questionnaire, n 13 2 

Completion Rate (%) a 6.1 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 58   

Patients at Visit, n 13 2 

Patients Complete Questionnaire, n 13 1 

Completion Rate (%) a 6.1 1.0 

Adjusted Completion Rate (%) b 100.0 50.0 

 

Cycle 59   

Patients at Visit, n 12 2 

Patients Complete Questionnaire, n 12 2 

Completion Rate (%) a 5.6 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 60   

Patients at Visit, n 12 2 

Patients Complete Questionnaire, n 12 2 

Completion Rate (%) a 5.6 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 61   

Patients at Visit, n 10 2 

Patients Complete Questionnaire, n 10 2 

Completion Rate (%) a 4.7 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 62   

Patients at Visit, n 9 2 

Patients Complete Questionnaire, n 9 2 

Completion Rate (%) a 4.2 1.9 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 63   

Patients at Visit, n 8 1 

Patients Complete Questionnaire, n 8 1 

Completion Rate (%) a 3.7 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 64   

Patients at Visit, n 7 1 

Patients Complete Questionnaire, n 7 1 

Completion Rate (%) a 3.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 65   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 66   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 67   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 68   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 69   

Patients at Visit, n 6 1 

Patients Complete Questionnaire, n 6 1 

Completion Rate (%) a 2.8 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 70   

Patients at Visit, n 5 1 

Patients Complete Questionnaire, n 5 1 

Completion Rate (%) a 2.3 1.0 

Adjusted Completion Rate (%) b 100.0 100.0 

 

Cycle 71   

Patients at Visit, n 4 0 

Patients Complete Questionnaire, n 4 0 

Completion Rate (%) a 1.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 72   

Patients at Visit, n 3 0 

Patients Complete Questionnaire, n 3 0 

Completion Rate (%) a 1.4 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 73   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 74   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 75   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 76   

Patients at Visit, n 2 0 

Patients Complete Questionnaire, n 2 0 

Completion Rate (%) a 0.9 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 77   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 78   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 79   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 80   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 81   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 82   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 83   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 84   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 85   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 86   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Cycle 87   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 
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Table 14.2.2.4.10: 

Summary of EORTC QLQ-C30/EORTC QLQ-LC13/EQ-5D VAS - Completion Rate by Visit 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Questionnaire: EQ-5D VAS 

 

Visit  

Tislelizumab  

(N = 214) 

Docetaxel  

(N = 103) 

Cycle 88   

Patients at Visit, n 1 0 

Patients Complete Questionnaire, n 1 0 

Completion Rate (%) a 0.5 0.0 

Adjusted Completion Rate (%) b 100.0 -- 

 

End of Treatment   

Patients at Visit, n 214 103 

Patients Complete Questionnaire, n 134 70 

Completion Rate (%) a 62.6 68.0 

Adjusted Completion Rate (%) b 62.6 68.0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Completion rate = number of patients complete questionnaire / total number of patients in relevant treatment group. 
b Adjusted completion rate = number of patients complete questionnaire / total number of patients at relevant visits in relevant treatment arm. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-comp.sas  23AUG2024 04:43  t-14-02-02-04-10-qs-comp-cl.rtf 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 68.0 (19.15)  71.2 (18.52)  69.0 (18.98)  

Median 66.7  66.7  66.7  

Q1, Q3 54.2, 83.3  58.3, 83.3  58.3, 83.3  

Min, Max 0, 100  8, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 69.9 (19.99) 1.2 (17.68) 70.3 (16.58) -2.3 (15.86) 70.0 (19.00) 0.1 (17.20) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 50.0, 83.3 -8.3, 8.3 58.3, 83.3 -16.7, 8.3 58.3, 83.3 -8.3, 8.3 

Min, Max 25, 100 -50, 83 33, 100 -42, 33 25, 100 -50, 83 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 69.8 (20.75) 0.5 (17.83) 69.4 (17.53) -3.1 (20.17) 69.7 (19.85) -0.5 (18.56) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 50.0, 83.3 -8.3, 8.3 58.3, 83.3 -16.7, 8.3 50.0, 83.3 -8.3, 8.3 

Min, Max 0, 100 -67, 58 25, 100 -42, 75 0, 100 -67, 75 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 71.4 (20.52) 1.0 (19.11) 69.3 (15.75) -2.3 (20.04) 70.9 (19.41) 0.1 (19.34) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 58.3, 83.3 -8.3, 16.7 54.2, 83.3 -16.7, 0.0 58.3, 83.3 -16.7, 8.3 

Min, Max 17, 100 -50, 58 33, 100 -42, 75 17, 100 -50, 75 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 74.7 (17.31) 4.6 (17.18) 69.9 (17.62) -1.6 (23.72) 73.6 (17.44) 3.2 (18.97) 

Median 79.2 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 66.7, 83.3 -16.7, 12.5 66.7, 83.3 -8.3, 16.7 

Min, Max 33, 100 -50, 58 33, 100 -50, 75 33, 100 -50, 75 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 75.6 (16.97) 4.6 (16.52) 69.9 (16.13) -0.3 (22.39) 74.3 (16.89) 3.5 (18.10) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 66.7, 83.3 -16.7, 16.7 66.7, 83.3 0.0, 16.7 

Min, Max 42, 100 -50, 50 33, 100 -50, 58 33, 100 -50, 58 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 76.3 (16.90) 4.4 (19.46) 68.7 (15.79) 0.0 (20.92) 74.9 (16.90) 3.6 (19.72) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 -8.3, 16.7 

Min, Max 17, 100 -50, 67 50, 100 -50, 42 17, 100 -50, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 77.1 (16.96) 5.5 (16.43) 70.4 (18.13) 4.2 (24.13) 75.9 (17.26) 5.3 (17.82) 

Median 83.3 0.0 75.0 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -8.3, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 17, 100 -33, 50 33, 100 -17, 83 17, 100 -33, 83 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 76.0 (16.42) 3.5 (18.12) 65.7 (17.15) -1.0 (26.33) 74.2 (16.93) 2.7 (19.72) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 -8.3, 16.7 66.7, 83.3 -16.7, 0.0 66.7, 83.3 -8.3, 16.7 

Min, Max 33, 100 -33, 50 17, 83 -50, 75 17, 100 -50, 75 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 76.6 (15.48) 2.8 (15.63) 73.9 (15.06) 7.2 (29.69) 76.1 (15.35) 3.6 (18.76) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 66.7, 83.3 -16.7, 25.0 66.7, 83.3 -4.2, 16.7 

Min, Max 33, 100 -33, 50 50, 100 -17, 92 33, 100 -33, 92 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 75.6 (18.23) 2.0 (17.58) 72.8 (12.78) 6.1 (18.49) 75.1 (17.34) 2.7 (17.71) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 -4.2, 16.7 66.7, 83.3 0.0, 16.7 66.7, 83.3 0.0, 16.7 

Min, Max 0, 100 -50, 33 50, 100 -17, 58 0, 100 -50, 58 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 75.8 (16.65) 2.7 (17.97) 73.8 (15.28) 8.3 (22.65) 75.4 (16.32) 3.7 (18.88) 

Median 83.3 0.0 79.2 4.2 83.3 0.0 

Q1, Q3 66.7, 83.3 -8.3, 16.7 66.7, 83.3 0.0, 16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -42, 50 42, 100 -17, 75 42, 100 -42, 75 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 75.3 (15.81) 2.7 (16.90) 65.7 (16.90) -1.9 (15.47) 74.0 (16.17) 2.1 (16.67) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 12.5 50.0, 83.3 -16.7, 16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 42, 100 -42, 50 50, 92 -17, 17 42, 100 -42, 50 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 75.4 (14.07) 2.8 (17.21) 66.7 (20.41) -0.9 (14.70) 74.2 (15.22) 2.3 (16.83) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 0.0 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -42, 33 33, 100 -17, 25 33, 100 -42, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 73.7 (14.28) 1.4 (16.32) 70.4 (16.20) 2.8 (14.43) 73.3 (14.48) 1.6 (15.96) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 66.7, 83.3 0.0, 16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -42, 33 50, 100 -17, 25 50, 100 -42, 33 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 75.2 (14.53) 2.8 (17.05) 69.8 (20.86) 4.2 (19.92) 74.4 (15.44) 3.0 (17.29) 

Median 75.0 0.0 75.0 4.2 75.0 0.0 

Q1, Q3 66.7, 83.3 -8.3, 16.7 50.0, 83.3 -16.7, 20.8 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -33, 50 42, 100 -17, 33 42, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 75.3 (14.18) 3.0 (17.31) 63.5 (20.86) -2.1 (18.77) 73.7 (15.59) 2.3 (17.44) 

Median 70.8 0.0 58.3 -8.3 66.7 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 50.0, 83.3 -16.7, 8.3 66.7, 83.3 -8.3, 8.3 

Min, Max 50, 100 -33, 50 33, 92 -17, 33 33, 100 -33, 50 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 75.7 (15.69) 3.3 (17.09) 72.9 (15.27) 7.3 (20.62) 75.3 (15.53) 3.9 (17.47) 

Median 83.3 0.0 66.7 0.0 79.2 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 66.7, 83.3 -8.3, 29.2 66.7, 83.3 -8.3, 16.7 

Min, Max 33, 100 -33, 50 50, 100 -17, 33 33, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 74.1 (15.87) 1.7 (20.63) 68.8 (20.77) 3.1 (17.78) 73.4 (16.55) 1.9 (20.10) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 66.7, 83.3 -12.5, 8.3 58.3, 83.3 -8.3, 12.5 66.7, 83.3 -12.5, 8.3 

Min, Max 33, 100 -33, 67 33, 100 -17, 33 33, 100 -33, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 75.9 (15.83) 2.7 (21.38) 68.8 (18.77) 3.1 (19.89) 74.8 (16.31) 2.8 (20.98) 

Median 79.2 0.0 66.7 0.0 70.8 0.0 

Q1, Q3 66.7, 83.3 -16.7, 8.3 50.0, 83.3 -16.7, 20.8 66.7, 83.3 -16.7, 16.7 

Min, Max 50, 100 -33, 67 50, 100 -17, 33 50, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 77.2 (13.69) 3.1 (18.23) 75.0 (17.25) 9.4 (22.90) 76.9 (14.12) 4.1 (18.89) 

Median 83.3 0.0 75.0 8.3 83.3 0.0 

Q1, Q3 66.7, 83.3 -8.3, 16.7 62.5, 87.5 -12.5, 29.2 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -33, 50 50, 100 -17, 42 50, 100 -33, 50 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 75.2 (14.87) 1.3 (20.01) 68.3 (22.36) -3.3 (17.28) 74.5 (15.63) 0.9 (19.64) 

Median 70.8 0.0 58.3 -8.3 66.7 0.0 

Q1, Q3 66.7, 83.3 -16.7, 12.5 50.0, 83.3 -16.7, 0.0 66.7, 83.3 -16.7, 8.3 

Min, Max 50, 100 -42, 50 50, 100 -17, 25 50, 100 -42, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 77.0 (14.81) 2.9 (19.88) 71.7 (20.07) 0.0 (16.67) 76.4 (15.32) 2.5 (19.38) 

Median 83.3 0.0 83.3 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 50.0, 83.3 -16.7, 16.7 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -33, 50 50, 92 -17, 17 50, 100 -33, 50 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 75.7 (14.48) 2.3 (20.09) 70.0 (13.94) -1.7 (9.13) 75.0 (14.37) 1.8 (19.09) 

Median 83.3 0.0 66.7 0.0 79.2 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 66.7, 83.3 0.0, 0.0 66.7, 83.3 -8.3, 8.3 

Min, Max 50, 100 -33, 50 50, 83 -17, 8 50, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 76.4 (14.50) 3.6 (18.67) 70.0 (21.73) -1.7 (17.08) 75.6 (15.38) 2.9 (18.35) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 8.3 50.0, 83.3 -16.7, 0.0 66.7, 83.3 -4.2, 8.3 

Min, Max 50, 100 -33, 50 50, 100 -17, 25 50, 100 -33, 50 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 75.8 (14.34) 3.0 (16.51) 70.0 (19.18) -1.7 (14.91) 75.0 (14.88) 2.4 (16.20) 

Median 83.3 0.0 75.0 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 8.3 50.0, 83.3 -16.7, 8.3 66.7, 83.3 -8.3, 8.3 

Min, Max 50, 100 -25, 50 50, 92 -17, 17 50, 100 -25, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 73.5 (13.89) 0.8 (18.68) 70.0 (13.94) -1.7 (9.13) 73.0 (13.76) 0.4 (17.65) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 66.7, 83.3 0.0, 0.0 66.7, 83.3 -8.3, 8.3 

Min, Max 50, 100 -33, 50 50, 83 -17, 8 50, 100 -33, 50 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 75.0 (14.73) 2.3 (16.70) 68.3 (19.00) -3.3 (13.94) 74.1 (15.23) 1.5 (16.31) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 50.0, 83.3 -16.7, 0.0 66.7, 83.3 -16.7, 8.3 

Min, Max 50, 100 -25, 50 50, 92 -17, 17 50, 100 -25, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 74.5 (15.20) 2.7 (20.23) 70.0 (21.73) -1.7 (17.08) 73.8 (15.96) 2.1 (19.66) 

Median 66.7 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 66.7, 83.3 -8.3, 8.3 50.0, 83.3 -16.7, 0.0 66.7, 83.3 -12.5, 8.3 

Min, Max 50, 100 -42, 50 50, 100 -17, 25 50, 100 -42, 50 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 75.9 (16.25) 4.8 (21.57) 71.7 (20.07) 0.0 (16.67) 75.3 (16.60) 4.0 (20.74) 

Median 83.3 0.0 83.3 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 -12.5, 12.5 50.0, 83.3 -16.7, 16.7 66.7, 83.3 -16.7, 16.7 

Min, Max 50, 100 -25, 50 50, 92 -17, 17 50, 100 -25, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4188



Protocol BGB-A317-303 Page 16 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 75.0 (15.16) 4.9 (19.65) 70.0 (13.94) -1.7 (9.13) 74.2 (14.87) 3.9 (18.45) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 -8.3, 16.7 66.7, 83.3 0.0, 0.0 66.7, 83.3 -4.2, 8.3 

Min, Max 50, 100 -25, 50 50, 83 -17, 8 50, 100 -25, 50 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 74.3 (14.22) 5.3 (17.82) 53.3 (34.16) -18.3 (34.56) 70.8 (19.79) 1.4 (22.54) 

Median 75.0 0.0 50.0 -16.7 70.8 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 0.0 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -25, 50 0, 83 -75, 17 0, 100 -75, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 76.8 (13.98) 8.0 (18.03) 66.7 (16.67) -5.0 (11.18) 75.0 (14.70) 5.7 (17.58) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 0.0 66.7, 83.3 0.0, 12.5 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 75.4 (13.87) 6.5 (18.80) 61.1 (19.25) -8.3 (14.43) 73.7 (14.85) 4.8 (18.73) 

Median 83.3 0.0 50.0 -16.7 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -25, 50 50, 83 -17, 8 50, 100 -25, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 75.8 (13.92) 7.5 (19.70) 61.1 (19.25) -8.3 (14.43) 74.0 (15.01) 5.6 (19.61) 

Median 83.3 0.0 50.0 -16.7 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -25, 50 50, 83 -17, 8 50, 100 -25, 50 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 75.0 (13.94) 6.7 (18.56) 61.1 (19.25) -8.3 (14.43) 73.3 (14.94) 4.9 (18.54) 

Median 66.7 0.0 50.0 -16.7 66.7 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 -8.3, 16.7 

Min, Max 50, 100 -25, 50 50, 83 -17, 8 50, 100 -25, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 75.4 (13.81) 7.1 (18.87) 63.9 (17.35) -5.6 (12.73) 74.0 (14.39) 5.6 (18.50) 

Median 75.0 0.0 58.3 -8.3 70.8 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 -4.2, 16.7 

Min, Max 50, 100 -25, 50 50, 83 -17, 8 50, 100 -25, 50 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 75.8 (13.41) 7.5 (18.62) 66.7 (16.67) -2.8 (12.73) 74.7 (13.79) 6.3 (18.10) 

Median 83.3 0.0 66.7 0.0 79.2 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -25, 50 50, 83 -17, 8 50, 100 -25, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 76.6 (14.34) 8.3 (20.07) 66.7 (16.67) -2.8 (17.35) 75.3 (14.64) 6.9 (19.76) 

Median 83.3 0.0 66.7 -8.3 79.2 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 16.7 66.7, 83.3 -4.2, 16.7 

Min, Max 50, 100 -25, 50 50, 83 -17, 17 50, 100 -25, 50 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 76.2 (13.51) 7.9 (17.97) 72.2 (19.25) 2.8 (17.35) 75.7 (13.88) 7.3 (17.60) 

Median 83.3 0.0 83.3 8.3 83.3 4.2 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 16.7 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 50, 83 -17, 17 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 75.4 (14.02) 8.3 (19.25) 66.7 (16.67) -2.8 (12.73) 74.2 (14.30) 6.8 (18.66) 

Median 83.3 0.0 66.7 0.0 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -25, 50 50, 83 -17, 8 50, 100 -25, 50 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 75.9 (14.26) 7.9 (17.50) 61.1 (19.25) -8.3 (14.43) 73.8 (15.43) 5.6 (17.74) 

Median 83.3 0.0 50.0 -16.7 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 75.5 (17.73) 7.4 (17.36) 66.7 (16.67) -2.8 (12.73) 74.2 (17.46) 6.0 (16.90) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 76.4 (16.73) 8.3 (16.91) 55.6 (25.46) -13.9 (20.97) 73.4 (18.93) 5.2 (18.72) 

Median 83.3 4.2 50.0 -16.7 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 33.3, 83.3 -33.3, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 33, 83 -33, 8 33, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 75.0 (14.29) 6.9 (18.80) 66.7 (16.67) -2.8 (12.73) 73.8 (14.50) 5.6 (18.13) 

Median 75.0 0.0 66.7 0.0 66.7 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -25, 50 50, 83 -17, 8 50, 100 -25, 50 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 74.1 (15.36) 6.0 (16.37) 66.7 (23.57) -4.2 (17.68) 73.3 (15.67) 5.0 (16.31) 

Median 75.0 0.0 66.7 -4.2 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 0.0, 12.5 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 75.0 (14.29) 6.9 (17.45) 66.7 (23.57) -4.2 (17.68) 74.2 (14.78) 5.8 (17.33) 

Median 75.0 0.0 66.7 -4.2 75.0 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 0.0, 12.5 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 78.4 (18.41) 10.3 (15.18) 66.7 (23.57) -4.2 (17.68) 77.2 (18.60) 8.8 (15.58) 

Median 83.3 8.3 66.7 -4.2 83.3 8.3 

Q1, Q3 66.7, 100.0 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 100.0 0.0, 16.7 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 75.5 (14.57) 7.4 (17.89) 66.7 (23.57) -4.2 (17.68) 74.6 (15.08) 6.1 (17.75) 

Median 83.3 0.0 66.7 -4.2 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 74.5 (15.72) 6.4 (16.80) 66.7 (23.57) -4.2 (17.68) 73.7 (16.02) 5.3 (16.72) 

Median 83.3 0.0 66.7 -4.2 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4198



Protocol BGB-A317-303 Page 26 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 75.6 (15.26) 8.3 (18.90) 66.7 (23.57) -4.2 (17.68) 74.5 (15.72) 6.9 (18.69) 

Median 83.3 0.0 66.7 -4.2 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 75.6 (15.26) 8.3 (18.90) 66.7 (23.57) -4.2 (17.68) 74.5 (15.72) 6.9 (18.69) 

Median 83.3 0.0 66.7 -4.2 83.3 0.0 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 76.7 (16.43) 9.4 (18.86) 66.7 (23.57) -4.2 (17.68) 75.5 (16.79) 7.8 (18.74) 

Median 83.3 8.3 66.7 -4.2 83.3 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 75.6 (16.51) 8.3 (17.82) 66.7 (23.57) -4.2 (17.68) 74.5 (16.79) 6.9 (17.74) 

Median 83.3 8.3 66.7 -4.2 83.3 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 76.2 (15.63) 8.9 (19.47) 66.7 (23.57) -4.2 (17.68) 75.0 (16.10) 7.3 (19.21) 

Median 83.3 4.2 66.7 -4.2 83.3 4.2 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 -4.2, 16.7 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 75.6 (16.12) 10.9 (18.75) 66.7 (23.57) -4.2 (17.68) 74.4 (16.51) 8.9 (18.76) 

Median 83.3 8.3 66.7 -4.2 83.3 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 76.9 (16.01) 12.2 (18.51) 91.7 (11.79) 20.8 (17.68) 78.9 (16.02) 13.3 (18.04) 

Median 83.3 8.3 91.7 20.8 83.3 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7 83.3, 100.0 8.3, 33.3 66.7, 83.3 0.0, 33.3 

Min, Max 50, 100 -17, 50 83, 100 8, 33 50, 100 -17, 50 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 71.8 (18.49) 7.1 (16.26) 100.0 (NE) 33.3 (NE) 73.8 (19.30) 8.9 (17.13) 

Median 83.3 0.0 100.0 33.3 83.3 4.2 

Q1, Q3 66.7, 83.3 0.0, 16.7 100.0, 100.0 33.3, 33.3 66.7, 83.3 0.0, 16.7 

Min, Max 33, 100 -17, 50 100, 100 33, 33 33, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 72.2 (16.41) 9.0 (16.84) 91.7 (11.79) 20.8 (17.68) 75.0 (16.98) 10.7 (16.80) 

Median 75.0 8.3 91.7 20.8 83.3 8.3 

Q1, Q3 58.3, 83.3 0.0, 16.7 83.3, 100.0 8.3, 33.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 83, 100 8, 33 50, 100 -17, 50 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 73.6 (18.06) 10.4 (16.71) 91.7 (11.79) 20.8 (17.68) 76.2 (18.16) 11.9 (16.57) 

Median 75.0 12.5 91.7 20.8 83.3 12.5 

Q1, Q3 58.3, 83.3 0.0, 16.7 83.3, 100.0 8.3, 33.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 100 -17, 50 83, 100 8, 33 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 70.0 (17.21) 8.3 (18.43) 66.7 (23.57) -4.2 (17.68) 69.4 (17.16) 6.3 (18.16) 

Median 66.7 4.2 66.7 -4.2 66.7 4.2 

Q1, Q3 50.0, 83.3 0.0, 16.7 50.0, 83.3 -16.7, 8.3 50.0, 83.3 -4.2, 16.7 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 73.1 (21.15) 12.0 (19.59) 66.7 (23.57) -4.2 (17.68) 72.0 (20.50) 9.1 (19.53) 

Median 66.7 16.7 66.7 -4.2 66.7 8.3 

Q1, Q3 50.0, 91.7 0.0, 16.7 50.0, 83.3 -16.7, 8.3 50.0, 91.7 -8.3, 16.7 

Min, Max 50, 100 -17, 50 50, 83 -17, 8 50, 100 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 75.0 (19.92) 14.6 (17.11) 83.3 (NE) 8.3 (NE) 75.9 (18.84) 13.9 (16.14) 

Median 75.0 16.7 83.3 8.3 83.3 16.7 

Q1, Q3 58.3, 91.7 4.2, 16.7 83.3, 83.3 8.3, 8.3 66.7, 83.3 8.3, 16.7 

Min, Max 50, 100 -8, 50 83, 83 8, 8 50, 100 -8, 50 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 76.2 (16.27) 14.3 (18.46) 83.3 (NE) 8.3 (NE) 77.1 (15.27) 13.5 (17.22) 

Median 83.3 16.7 83.3 8.3 83.3 12.5 

Q1, Q3 66.7, 83.3 0.0, 16.7 83.3, 83.3 8.3, 8.3 66.7, 83.3 4.2, 16.7 

Min, Max 50, 100 -8, 50 83, 83 8, 8 50, 100 -8, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 72.2 (13.61) 8.3 (10.54) 83.3 (NE) 8.3 (NE) 73.8 (13.11) 8.3 (9.62) 

Median 75.0 12.5 83.3 8.3 83.3 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7 83.3, 83.3 8.3, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 83 -8, 17 83, 83 8, 8 50, 83 -8, 17 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 75.0 (9.13) 11.1 (14.59) 83.3 (NE) 8.3 (NE) 76.2 (8.91) 10.7 (13.36) 

Median 75.0 12.5 83.3 8.3 83.3 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7 83.3, 83.3 8.3, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 67, 83 -8, 33 83, 83 8, 8 67, 83 -8, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 75.0 (9.13) 11.1 (14.59) 83.3 (NE) 8.3 (NE) 76.2 (8.91) 10.7 (13.36) 

Median 75.0 12.5 83.3 8.3 83.3 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7 83.3, 83.3 8.3, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 67, 83 -8, 33 83, 83 8, 8 67, 83 -8, 33 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 69.4 (12.55) 5.6 (25.64) 83.3 (NE) 8.3 (NE) 71.4 (12.60) 6.0 (23.43) 

Median 66.7 12.5 83.3 8.3 66.7 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7 83.3, 83.3 8.3, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 83 -42, 33 83, 83 8, 8 50, 83 -42, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 72.2 (13.61) 8.3 (10.54) 83.3 (NE) 8.3 (NE) 73.8 (13.11) 8.3 (9.62) 

Median 75.0 12.5 83.3 8.3 83.3 8.3 

Q1, Q3 66.7, 83.3 0.0, 16.7 83.3, 83.3 8.3, 8.3 66.7, 83.3 0.0, 16.7 

Min, Max 50, 83 -8, 17 83, 83 8, 8 50, 83 -8, 17 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 73.3 (9.13) 13.3 (15.14) 83.3 (NE) 8.3 (NE) 75.0 (9.13) 12.5 (13.69) 

Median 66.7 16.7 83.3 8.3 75.0 12.5 

Q1, Q3 66.7, 83.3 8.3, 16.7 83.3, 83.3 8.3, 8.3 66.7, 83.3 8.3, 16.7 

Min, Max 67, 83 -8, 33 83, 83 8, 8 67, 83 -8, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 66.7 (13.61) 14.6 (4.17)   66.7 (13.61) 14.6 (4.17) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 58.3, 75.0 12.5, 16.7   58.3, 75.0 12.5, 16.7 

Min, Max 50, 83 8, 17   50, 83 8, 17 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 72.2 (9.62) 22.2 (9.62)   72.2 (9.62) 22.2 (9.62) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 83.3 16.7, 33.3   66.7, 83.3 16.7, 33.3 

Min, Max 67, 83 17, 33   67, 83 17, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 58.3 (11.79) 16.7 (0.00)   58.3 (11.79) 16.7 (0.00) 

Median 58.3 16.7   58.3 16.7 

Q1, Q3 50.0, 66.7 16.7, 16.7   50.0, 66.7 16.7, 16.7 

Min, Max 50, 67 17, 17   50, 67 17, 17 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 58.3 (11.79) 16.7 (0.00)   58.3 (11.79) 16.7 (0.00) 

Median 58.3 16.7   58.3 16.7 

Q1, Q3 50.0, 66.7 16.7, 16.7   50.0, 66.7 16.7, 16.7 

Min, Max 50, 67 17, 17   50, 67 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 58.3 (11.79) 16.7 (0.00)   58.3 (11.79) 16.7 (0.00) 

Median 58.3 16.7   58.3 16.7 

Q1, Q3 50.0, 66.7 16.7, 16.7   50.0, 66.7 16.7, 16.7 

Min, Max 50, 67 17, 17   50, 67 17, 17 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 58.3 (11.79) 16.7 (0.00)   58.3 (11.79) 16.7 (0.00) 

Median 58.3 16.7   58.3 16.7 

Q1, Q3 50.0, 66.7 16.7, 16.7   50.0, 66.7 16.7, 16.7 

Min, Max 50, 67 17, 17   50, 67 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4212



Protocol BGB-A317-303 Page 40 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 66.7 (NE) 16.7 (NE)   66.7 (NE) 16.7 (NE) 

Median 66.7 16.7   66.7 16.7 

Q1, Q3 66.7, 66.7 16.7, 16.7   66.7, 66.7 16.7, 16.7 

Min, Max 67, 67 17, 17   67, 67 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Global health status / QoL 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 65.2 (21.49) -3.5 (23.23) 61.5 (18.13) -9.6 (20.54) 64.0 (20.44) -5.6 (22.48) 

Median 66.7 0.0 66.7 -12.5 66.7 0.0 

Q1, Q3 50.0, 83.3 -16.7, 8.3 50.0, 75.0 -16.7, 0.0 50.0, 83.3 -16.7, 8.3 

Min, Max 0, 100 -75, 67 0, 100 -50, 58 0, 100 -75, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 86.1 (13.66)  88.0 (12.61)  86.7 (13.35)  

Median 86.7  93.3  86.7  

Q1, Q3 80.0, 100.0  80.0, 100.0  80.0, 100.0  

Min, Max 13, 100  47, 100  13, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 83.8 (16.72) -2.7 (12.00) 85.5 (15.11) -3.2 (10.58) 84.3 (16.24) -2.8 (11.58) 

Median 86.7 0.0 86.7 0.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 0.0 80.0, 100.0 -6.7, 0.0 80.0, 100.0 -6.7, 0.0 

Min, Max 7, 100 -47, 60 27, 100 -33, 20 7, 100 -47, 60 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 84.1 (17.91) -2.7 (15.50) 83.2 (18.15) -5.2 (14.13) 83.9 (17.94) -3.5 (15.13) 

Median 86.7 0.0 86.7 0.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 0.0 80.0, 93.3 -6.7, 0.0 80.0, 100.0 -6.7, 0.0 

Min, Max 0, 100 -67, 60 20, 100 -67, 13 0, 100 -67, 60 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 86.0 (16.88) -1.3 (12.79) 90.0 (11.28) 0.6 (8.60) 87.0 (15.73) -0.8 (11.88) 

Median 86.7 0.0 93.3 0.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 6.7 86.7, 100.0 -6.7, 6.7 80.0, 100.0 -6.7, 6.7 

Min, Max 13, 100 -53, 40 53, 100 -20, 20 13, 100 -53, 40 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 86.6 (14.83) -1.4 (12.57) 90.7 (8.77) -0.9 (9.45) 87.6 (13.77) -1.3 (11.90) 

Median 86.7 0.0 93.3 0.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 6.7 86.7, 100.0 -6.7, 3.3 80.0, 100.0 -6.7, 6.7 

Min, Max 20, 100 -60, 40 67, 100 -20, 27 20, 100 -60, 40 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 87.1 (14.60) -1.5 (14.23) 88.7 (12.07) -2.2 (9.67) 87.5 (14.02) -1.7 (13.26) 

Median 86.7 0.0 86.7 0.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 6.7 86.7, 100.0 -6.7, 0.0 80.0, 100.0 -6.7, 3.3 

Min, Max 7, 100 -87, 33 47, 100 -27, 27 7, 100 -87, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 88.7 (13.08) 0.4 (10.99) 85.1 (14.44) -7.0 (12.73) 88.1 (13.35) -1.0 (11.62) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 80.0, 100.0 -13.3, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 33, 100 -53, 27 53, 100 -40, 13 33, 100 -53, 27 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 88.2 (15.01) -0.1 (13.35) 82.6 (15.02) -9.6 (11.71) 87.3 (15.09) -1.7 (13.52) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 73.3, 93.3 -13.3, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 40, 100 -47, 33 47, 100 -40, 0 40, 100 -47, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 88.8 (13.24) 0.0 (11.67) 82.0 (17.28) -10.2 (15.30) 87.6 (14.17) -1.8 (12.89) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 80.0, 93.3 -6.7, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 47, 100 -40, 27 47, 100 -53, 0 47, 100 -53, 27 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 89.6 (12.13) 0.5 (12.01) 82.2 (15.05) -9.3 (14.86) 88.3 (12.91) -1.3 (13.03) 

Median 93.3 0.0 86.7 -6.7 90.0 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 93.3 -13.3, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 40, 100 -47, 33 47, 100 -47, 13 40, 100 -47, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 90.1 (12.27) 1.1 (12.38) 82.7 (16.09) -8.9 (13.72) 88.8 (13.25) -0.7 (13.13) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 86.7, 100.0 -3.3, 6.7 73.3, 93.3 -13.3, 0.0 86.7, 100.0 -6.7, 6.7 

Min, Max 53, 100 -33, 40 53, 100 -40, 13 53, 100 -40, 40 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 90.6 (12.04) 2.0 (11.93) 83.3 (16.07) -8.1 (11.75) 89.3 (13.07) 0.2 (12.46) 

Median 96.7 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 73.3, 100.0 -13.3, 0.0 86.7, 100.0 -3.3, 6.7 

Min, Max 53, 100 -40, 40 53, 100 -33, 7 53, 100 -40, 40 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 89.0 (12.28) 0.8 (10.87) 82.2 (14.14) -11.1 (12.02) 88.1 (12.66) -0.8 (11.70) 

Median 89.2 0.0 80.0 -13.3 86.7 0.0 

Q1, Q3 80.0, 100.0 -4.2, 6.7 73.3, 93.3 -20.0, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 53, 100 -33, 27 60, 100 -27, 7 53, 100 -33, 27 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 89.0 (13.54) 0.8 (13.03) 83.0 (16.02) -10.4 (13.79) 88.2 (13.93) -0.7 (13.60) 

Median 90.0 0.0 86.7 -6.7 86.7 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 73.3, 93.3 -13.3, 0.0 80.0, 100.0 0.0, 6.7 

Min, Max 40, 100 -47, 33 53, 100 -40, 7 40, 100 -47, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 88.1 (13.16) 0.1 (12.78) 81.5 (17.57) -11.9 (14.82) 87.1 (13.91) -1.6 (13.64) 

Median 86.7 0.0 86.7 -6.7 86.7 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 66.7, 93.3 -20.0, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 40, 100 -47, 33 53, 100 -40, 7 40, 100 -47, 33 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 90.9 (10.32) 3.1 (10.28) 78.3 (15.01) -14.2 (13.06) 89.2 (11.77) 0.7 (12.15) 

Median 93.3 0.0 83.3 -10.0 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 66.7, 90.0 -20.0, -6.7 86.7, 100.0 0.0, 6.7 

Min, Max 60, 100 -27, 33 53, 93 -40, 0 53, 100 -40, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 89.1 (12.55) 1.2 (12.25) 80.0 (16.71) -12.5 (14.45) 87.8 (13.40) -0.7 (13.32) 

Median 93.3 0.0 83.3 -10.0 90.0 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 66.7, 93.3 -23.3, -3.3 80.0, 100.0 0.0, 6.7 

Min, Max 47, 100 -40, 27 53, 100 -33, 7 47, 100 -40, 27 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 89.3 (12.71) 1.5 (12.29) 80.0 (20.16) -12.5 (19.98) 88.0 (14.12) -0.5 (14.23) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 76.7, 93.3 -13.3, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 53, 100 -40, 33 33, 93 -60, 0 33, 100 -60, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 90.1 (12.07) 2.2 (12.02) 75.0 (19.76) -17.5 (18.15) 88.0 (14.24) -0.6 (14.62) 

Median 93.3 0.0 83.3 -13.3 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 60.0, 90.0 -26.7, -3.3 80.0, 100.0 -3.3, 6.7 

Min, Max 60, 100 -40, 40 40, 93 -53, 0 40, 100 -53, 40 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 90.9 (11.19) 2.2 (11.76) 78.3 (17.37) -14.2 (14.88) 89.0 (12.90) -0.2 (13.46) 

Median 93.3 0.0 83.3 -10.0 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 63.3, 90.0 -23.3, -3.3 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -27, 40 53, 100 -40, 0 53, 100 -40, 40 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 90.7 (12.34) 2.1 (13.32) 81.7 (16.62) -10.8 (15.91) 89.3 (13.29) 0.1 (14.35) 

Median 100.0 0.0 83.3 -6.7 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 76.7, 93.3 -13.3, -3.3 86.7, 100.0 -6.7, 6.7 

Min, Max 53, 100 -40, 40 47, 100 -47, 7 47, 100 -47, 40 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 89.4 (12.80) 0.8 (13.12) 88.0 (5.58) -6.7 (4.71) 89.3 (12.23) 0.0 (12.69) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 83.3, 100.0 0.0, 6.7 86.7, 93.3 -6.7, -6.7 86.7, 100.0 -6.7, 6.7 

Min, Max 47, 100 -33, 40 80, 93 -13, 0 47, 100 -33, 40 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4229



Protocol BGB-A317-303 Page 57 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 90.0 (14.60) 1.4 (16.19) 82.7 (10.11) -12.0 (9.89) 89.1 (14.26) -0.2 (16.10) 

Median 93.3 0.0 86.7 -13.3 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 13.3 80.0, 86.7 -13.3, -6.7 86.7, 100.0 -6.7, 6.7 

Min, Max 27, 100 -53, 40 67, 93 -27, 0 27, 100 -53, 40 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 88.3 (16.36) 0.0 (17.43) 84.0 (3.65) -10.7 (3.65) 87.8 (15.44) -1.3 (16.74) 

Median 93.3 0.0 86.7 -13.3 86.7 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 86.7 -13.3, -6.7 86.7, 100.0 -6.7, 6.7 

Min, Max 13, 100 -67, 40 80, 87 -13, -7 13, 100 -67, 40 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 92.8 (9.48) 4.2 (13.44) 82.7 (12.11) -12.0 (9.89) 91.5 (10.24) 2.2 (14.03) 

Median 100.0 0.0 80.0 -13.3 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 13.3 80.0, 86.7 -13.3, -6.7 83.3, 100.0 -6.7, 10.0 

Min, Max 73, 100 -27, 47 67, 100 -27, 0 67, 100 -27, 47 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 91.3 (11.61) 3.0 (14.25) 84.0 (7.60) -10.7 (7.60) 90.4 (11.36) 1.2 (14.28) 

Median 100.0 0.0 86.7 -13.3 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 80.0, 86.7 -13.3, -6.7 86.7, 100.0 -6.7, 6.7 

Min, Max 60, 100 -40, 40 73, 93 -20, 0 60, 100 -40, 40 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 91.1 (10.89) 2.8 (12.70) 76.0 (12.11) -18.7 (8.69) 89.1 (12.05) 0.0 (14.21) 

Median 93.3 0.0 80.0 -13.3 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 6.7 66.7, 86.7 -20.0, -13.3 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -40, 27 60, 87 -33, -13 60, 100 -40, 27 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 90.3 (11.80) 2.0 (12.30) 78.7 (10.95) -16.0 (10.11) 88.8 (12.21) -0.4 (13.42) 

Median 93.3 0.0 80.0 -13.3 93.3 0.0 

Q1, Q3 86.7, 100.0 0.0, 13.3 80.0, 86.7 -13.3, -13.3 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -40, 27 60, 87 -33, -7 60, 100 -40, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 90.1 (12.03) 2.2 (12.81) 78.7 (10.95) -16.0 (10.11) 88.5 (12.41) -0.4 (13.89) 

Median 93.3 0.0 80.0 -13.3 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 80.0, 86.7 -13.3, -13.3 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -40, 33 60, 87 -33, -7 60, 100 -40, 33 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 90.5 (12.36) 1.9 (14.39) 78.7 (7.30) -16.0 (7.60) 88.7 (12.41) -0.8 (14.98) 

Median 93.3 0.0 80.0 -13.3 93.3 0.0 

Q1, Q3 83.3, 100.0 0.0, 13.3 80.0, 80.0 -20.0, -13.3 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -40, 27 67, 87 -27, -7 60, 100 -40, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 90.4 (12.59) 1.2 (13.21) 81.3 (5.58) -13.3 (4.71) 89.0 (12.16) -1.0 (13.35) 

Median 93.3 0.0 80.0 -13.3 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 80.0, 86.7 -13.3, -13.3 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -33, 27 73, 87 -20, -7 60, 100 -33, 27 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 89.6 (12.63) 0.5 (14.65) 77.3 (13.82) -17.3 (13.00) 87.6 (13.42) -2.4 (15.71) 

Median 93.3 0.0 80.0 -13.3 90.0 0.0 

Q1, Q3 80.0, 100.0 -6.7, 6.7 80.0, 86.7 -13.3, -13.3 80.0, 100.0 -13.3, 6.7 

Min, Max 60, 100 -40, 27 53, 87 -40, -7 53, 100 -40, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 88.1 (13.02) -0.6 (15.82) 76.0 (16.73) -18.7 (15.92) 86.0 (14.21) -3.8 (17.06) 

Median 93.3 0.0 80.0 -13.3 86.7 0.0 

Q1, Q3 73.3, 100.0 -6.7, 6.7 80.0, 86.7 -13.3, -13.3 76.7, 100.0 -13.3, 3.3 

Min, Max 60, 100 -40, 27 47, 87 -47, -7 47, 100 -47, 27 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 87.2 (14.34) -1.4 (14.90) 77.8 (23.41) -15.6 (21.43) 86.2 (15.31) -3.1 (15.91) 

Median 93.3 0.0 80.0 -6.7 90.0 0.0 

Q1, Q3 73.3, 100.0 -6.7, 6.7 53.3, 100.0 -40.0, 0.0 73.3, 100.0 -6.7, 6.7 

Min, Max 53, 100 -40, 27 53, 100 -40, 0 53, 100 -40, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 87.3 (13.81) -0.6 (15.76) 73.3 (17.64) -20.0 (17.64) 85.6 (14.67) -3.1 (16.91) 

Median 93.3 0.0 80.0 -13.3 86.7 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 53.3, 86.7 -40.0, -6.7 76.7, 100.0 -10.0, 6.7 

Min, Max 60, 100 -40, 27 53, 87 -40, -7 53, 100 -40, 27 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 86.0 (14.44) -1.9 (14.93) 73.3 (11.55) -20.0 (13.33) 84.4 (14.54) -4.2 (15.70) 

Median 86.7 0.0 80.0 -20.0 83.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 0.0 60.0, 80.0 -33.3, -6.7 76.7, 100.0 -10.0, 0.0 

Min, Max 60, 100 -40, 27 60, 80 -33, -7 60, 100 -40, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 87.9 (14.08) 0.0 (14.45) 73.3 (17.64) -20.0 (17.64) 86.1 (14.96) -2.5 (15.95) 

Median 93.3 0.0 80.0 -13.3 86.7 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 53.3, 86.7 -40.0, -6.7 80.0, 100.0 -6.7, 6.7 

Min, Max 53, 100 -40, 27 53, 87 -40, -7 53, 100 -40, 27 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 87.3 (13.97) -0.6 (15.33) 75.6 (13.88) -17.8 (13.88) 85.8 (14.22) -2.8 (15.96) 

Median 86.7 0.0 80.0 -13.3 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 6.7 60.0, 86.7 -33.3, -6.7 76.7, 100.0 -10.0, 6.7 

Min, Max 60, 100 -40, 27 60, 87 -33, -7 60, 100 -40, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 88.6 (11.38) 0.6 (15.62) 73.3 (6.67) -20.0 (11.55) 86.7 (11.96) -1.9 (16.50) 

Median 93.3 0.0 73.3 -26.7 86.7 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 66.7, 80.0 -26.7, -6.7 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -40, 33 67, 80 -27, -7 60, 100 -40, 33 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 88.9 (12.53) 1.0 (15.53) 66.7 (29.06) -26.7 (29.06) 86.1 (16.32) -2.5 (19.24) 

Median 93.3 0.0 80.0 -13.3 90.0 0.0 

Q1, Q3 80.0, 100.0 0.0, 6.7 33.3, 86.7 -60.0, -6.7 76.7, 100.0 -6.7, 6.7 

Min, Max 60, 100 -40, 27 33, 87 -60, -7 33, 100 -60, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 88.8 (10.67) 1.4 (14.33) 64.4 (26.94) -28.9 (27.76) 85.5 (15.48) -2.7 (19.04) 

Median 86.7 0.0 80.0 -20.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 13.3 33.3, 80.0 -60.0, -6.7 80.0, 100.0 -6.7, 6.7 

Min, Max 73, 100 -27, 27 33, 80 -60, -7 33, 100 -60, 27 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 89.3 (12.76) -0.4 (16.56) 73.3 (17.64) -20.0 (17.64) 87.0 (14.22) -3.2 (17.72) 

Median 93.3 0.0 80.0 -13.3 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 13.3 53.3, 86.7 -40.0, -6.7 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -40, 27 53, 87 -40, -7 53, 100 -40, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 89.3 (12.55) -0.4 (16.56) 75.6 (19.25) -17.8 (20.37) 87.3 (13.97) -2.9 (17.71) 

Median 93.3 0.0 86.7 -13.3 93.3 0.0 

Q1, Q3 80.0, 100.0 -6.7, 13.3 53.3, 86.7 -40.0, 0.0 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -40, 27 53, 87 -40, 0 53, 100 -40, 27 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 89.3 (11.69) -0.4 (15.76) 68.9 (19.25) -24.4 (20.37) 86.3 (14.37) -3.8 (18.08) 

Median 93.3 0.0 80.0 -20.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 13.3 46.7, 80.0 -46.7, -6.7 80.0, 100.0 -6.7, 6.7 

Min, Max 67, 100 -33, 27 47, 80 -47, -7 47, 100 -47, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 88.5 (12.48) -1.1 (16.84) 68.9 (19.25) -24.4 (20.37) 85.7 (14.80) -4.4 (18.78) 

Median 90.0 0.0 80.0 -20.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 13.3 46.7, 80.0 -46.7, -6.7 80.0, 100.0 -13.3, 6.7 

Min, Max 60, 100 -40, 27 47, 80 -47, -7 47, 100 -47, 27 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 88.9 (12.73) -0.7 (16.47) 80.0 (0.00) -13.3 (9.43) 88.0 (12.35) -2.0 (16.20) 

Median 90.0 0.0 80.0 -13.3 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 6.7 80.0, 80.0 -20.0, -6.7 80.0, 100.0 -6.7, 6.7 

Min, Max 60, 100 -40, 27 80, 80 -20, -7 60, 100 -40, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 89.3 (12.76) -0.4 (16.56) 83.3 (4.71) -10.0 (4.71) 88.7 (12.25) -1.3 (15.98) 

Median 93.3 0.0 83.3 -10.0 90.0 0.0 

Q1, Q3 80.0, 100.0 -6.7, 13.3 80.0, 86.7 -13.3, -6.7 80.0, 100.0 -6.7, 10.0 

Min, Max 60, 100 -40, 27 80, 87 -13, -7 60, 100 -40, 27 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 89.4 (13.14) 0.0 (17.00) 83.3 (4.71) -10.0 (4.71) 88.8 (12.58) -1.1 (16.37) 

Median 93.3 0.0 83.3 -10.0 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 13.3 80.0, 86.7 -13.3, -6.7 80.0, 100.0 -6.7, 13.3 

Min, Max 60, 100 -40, 27 80, 87 -13, -7 60, 100 -40, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4242



Protocol BGB-A317-303 Page 70 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 89.0 (13.11) -0.4 (17.07) 83.3 (4.71) -10.0 (4.71) 88.4 (12.54) -1.4 (16.42) 

Median 93.3 0.0 83.3 -10.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 13.3 80.0, 86.7 -13.3, -6.7 80.0, 100.0 -6.7, 13.3 

Min, Max 60, 100 -40, 27 80, 87 -13, -7 60, 100 -40, 27 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 89.0 (13.11) -0.4 (17.07) 80.0 (0.00) -13.3 (9.43) 88.1 (12.68) -1.8 (16.75) 

Median 93.3 0.0 80.0 -13.3 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 13.3 80.0, 80.0 -20.0, -6.7 80.0, 100.0 -6.7, 13.3 

Min, Max 60, 100 -40, 27 80, 80 -20, -7 60, 100 -40, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 88.9 (12.26) 0.0 (16.90) 83.3 (4.71) -10.0 (4.71) 88.2 (11.67) -1.2 (16.20) 

Median 93.3 0.0 83.3 -10.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 13.3 80.0, 86.7 -13.3, -6.7 80.0, 100.0 -6.7, 6.7 

Min, Max 67, 100 -33, 27 80, 87 -13, -7 67, 100 -33, 27 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 90.7 (10.93) 1.8 (15.01) 83.3 (4.71) -10.0 (4.71) 89.8 (10.57) 0.4 (14.62) 

Median 93.3 0.0 83.3 -10.0 86.7 0.0 

Q1, Q3 86.7, 100.0 -6.7, 13.3 80.0, 86.7 -13.3, -6.7 86.7, 100.0 -6.7, 13.3 

Min, Max 67, 100 -33, 27 80, 87 -13, -7 67, 100 -33, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 88.9 (13.49) 0.0 (18.17) 83.3 (4.71) -10.0 (4.71) 88.2 (12.81) -1.2 (17.36) 

Median 93.3 0.0 83.3 -10.0 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 13.3 80.0, 86.7 -13.3, -6.7 80.0, 100.0 -6.7, 13.3 

Min, Max 60, 100 -40, 27 80, 87 -13, -7 60, 100 -40, 27 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 89.3 (13.52) 0.4 (18.08) 86.7 (9.43) -6.7 (0.00) 89.0 (12.90) -0.4 (17.07) 

Median 93.3 0.0 86.7 -6.7 93.3 0.0 

Q1, Q3 80.0, 100.0 0.0, 13.3 80.0, 93.3 -6.7, -6.7 80.0, 100.0 -6.7, 13.3 

Min, Max 60, 100 -40, 27 80, 93 -7, -7 60, 100 -40, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 90.5 (12.46) 2.4 (16.25) 80.0 (0.00) -13.3 (9.43) 89.2 (12.14) 0.4 (16.23) 

Median 96.7 0.0 80.0 -13.3 90.0 0.0 

Q1, Q3 86.7, 100.0 0.0, 13.3 80.0, 80.0 -20.0, -6.7 80.0, 100.0 -6.7, 13.3 

Min, Max 60, 100 -40, 27 80, 80 -20, -7 60, 100 -40, 27 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 89.7 (12.65) 2.6 (16.90) 80.0 (0.00) -13.3 (9.43) 88.4 (12.21) 0.4 (16.80) 

Median 93.3 0.0 80.0 -13.3 86.7 0.0 

Q1, Q3 86.7, 100.0 0.0, 13.3 80.0, 80.0 -20.0, -6.7 80.0, 100.0 -6.7, 13.3 

Min, Max 60, 100 -40, 27 80, 80 -20, -7 60, 100 -40, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 90.3 (12.94) 3.1 (17.35) 90.0 (14.14) -3.3 (23.57) 90.2 (12.57) 2.2 (17.40) 

Median 100.0 0.0 90.0 -3.3 100.0 0.0 

Q1, Q3 86.7, 100.0 0.0, 13.3 80.0, 100.0 -20.0, 13.3 80.0, 100.0 -6.7, 13.3 

Min, Max 60, 100 -40, 27 80, 100 -20, 13 60, 100 -40, 27 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 88.2 (15.43) 1.0 (19.60) 86.7 (NE) 0.0 (NE) 88.1 (14.83) 1.0 (18.83) 

Median 86.7 0.0 86.7 0.0 86.7 0.0 

Q1, Q3 86.7, 100.0 0.0, 13.3 86.7, 86.7 0.0, 0.0 86.7, 100.0 0.0, 13.3 

Min, Max 47, 100 -53, 27 87, 87 0, 0 47, 100 -53, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 87.2 (14.34) 1.1 (18.82) 86.7 (0.00) -6.7 (9.43) 87.1 (13.20) 0.0 (17.73) 

Median 86.7 0.0 86.7 -6.7 86.7 0.0 

Q1, Q3 80.0, 100.0 -3.3, 13.3 86.7, 86.7 -13.3, 0.0 80.0, 100.0 -6.7, 13.3 

Min, Max 53, 100 -47, 27 87, 87 -13, 0 53, 100 -47, 27 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 88.3 (14.25) 2.2 (19.14) 83.3 (4.71) -10.0 (14.14) 87.6 (13.30) 0.5 (18.58) 

Median 90.0 3.3 83.3 -10.0 86.7 0.0 

Q1, Q3 83.3, 100.0 -3.3, 13.3 80.0, 86.7 -20.0, 0.0 80.0, 100.0 -6.7, 13.3 

Min, Max 53, 100 -47, 27 80, 87 -20, 0 53, 100 -47, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 86.7 (12.96) 1.3 (18.54) 80.0 (9.43) -13.3 (0.00) 85.6 (12.34) -1.1 (17.71) 

Median 86.7 3.3 80.0 -13.3 86.7 0.0 

Q1, Q3 80.0, 100.0 -6.7, 13.3 73.3, 86.7 -13.3, -13.3 76.7, 96.7 -13.3, 13.3 

Min, Max 60, 100 -40, 27 73, 87 -13, -13 60, 100 -40, 27 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 88.9 (17.64) 4.4 (26.87) 80.0 (0.00) -13.3 (9.43) 87.3 (16.18) 1.2 (25.27) 

Median 100.0 6.7 80.0 -13.3 86.7 0.0 

Q1, Q3 86.7, 100.0 0.0, 20.0 80.0, 80.0 -20.0, -6.7 80.0, 100.0 -13.3, 20.0 

Min, Max 47, 100 -53, 40 80, 80 -20, -7 47, 100 -53, 40 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 86.7 (17.09) 2.5 (23.35) 86.7 (NE) -13.3 (NE) 86.7 (15.99) 0.7 (22.47) 

Median 93.3 10.0 86.7 -13.3 86.7 6.7 

Q1, Q3 76.7, 100.0 -6.7, 16.7 86.7, 86.7 -13.3, -13.3 80.0, 100.0 -13.3, 13.3 

Min, Max 53, 100 -47, 27 87, 87 -13, -13 53, 100 -47, 27 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 85.7 (22.58) 1.0 (29.67) 86.7 (NE) -13.3 (NE) 85.8 (20.91) -0.8 (27.93) 

Median 100.0 13.3 86.7 -13.3 93.3 10.0 

Q1, Q3 73.3, 100.0 -13.3, 20.0 86.7, 86.7 -13.3, -13.3 80.0, 100.0 -13.3, 16.7 

Min, Max 40, 100 -60, 27 87, 87 -13, -13 40, 100 -60, 27 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 85.6 (19.05) -1.1 (25.09) 86.7 (NE) -13.3 (NE) 85.7 (17.40) -2.9 (23.37) 

Median 93.3 10.0 86.7 -13.3 86.7 6.7 

Q1, Q3 73.3, 100.0 -13.3, 13.3 86.7, 86.7 -13.3, -13.3 73.3, 100.0 -13.3, 13.3 

Min, Max 53, 100 -47, 20 87, 87 -13, -13 53, 100 -47, 20 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 85.6 (19.05) -1.1 (25.09) 86.7 (NE) -13.3 (NE) 85.7 (17.40) -2.9 (23.37) 

Median 93.3 10.0 86.7 -13.3 86.7 6.7 

Q1, Q3 73.3, 100.0 -13.3, 13.3 86.7, 86.7 -13.3, -13.3 73.3, 100.0 -13.3, 13.3 

Min, Max 53, 100 -47, 20 87, 87 -13, -13 53, 100 -47, 20 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 85.6 (19.05) -1.1 (25.09) 86.7 (NE) -13.3 (NE) 85.7 (17.40) -2.9 (23.37) 

Median 93.3 10.0 86.7 -13.3 86.7 6.7 

Q1, Q3 73.3, 100.0 -13.3, 13.3 86.7, 86.7 -13.3, -13.3 73.3, 100.0 -13.3, 13.3 

Min, Max 53, 100 -47, 20 87, 87 -13, -13 53, 100 -47, 20 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 83.3 (17.76) -3.3 (23.38) 80.0 (NE) -20.0 (NE) 82.9 (16.27) -5.7 (22.25) 

Median 86.7 6.7 80.0 -20.0 86.7 6.7 

Q1, Q3 73.3, 100.0 -13.3, 13.3 80.0, 80.0 -20.0, -20.0 73.3, 100.0 -20.0, 13.3 

Min, Max 53, 100 -47, 13 80, 80 -20, -20 53, 100 -47, 13 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 85.6 (19.05) -1.1 (25.09) 86.7 (NE) -13.3 (NE) 85.7 (17.40) -2.9 (23.37) 

Median 93.3 10.0 86.7 -13.3 86.7 6.7 

Q1, Q3 73.3, 100.0 -13.3, 13.3 86.7, 86.7 -13.3, -13.3 73.3, 100.0 -13.3, 13.3 

Min, Max 53, 100 -47, 20 87, 87 -13, -13 53, 100 -47, 20 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 84.0 (17.38) -1.3 (25.12) 86.7 (NE) -13.3 (NE) 84.4 (15.59) -3.3 (23.00) 

Median 86.7 13.3 86.7 -13.3 86.7 0.0 

Q1, Q3 73.3, 100.0 -13.3, 13.3 86.7, 86.7 -13.3, -13.3 73.3, 100.0 -13.3, 13.3 

Min, Max 60, 100 -40, 20 87, 87 -13, -13 60, 100 -40, 20 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 78.3 (19.91) -8.3 (28.48)   78.3 (19.91) -8.3 (28.48) 

Median 80.0 0.0   80.0 0.0 

Q1, Q3 63.3, 93.3 -30.0, 13.3   63.3, 93.3 -30.0, 13.3 

Min, Max 53, 100 -47, 13   53, 100 -47, 13 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 75.6 (23.41) -6.7 (34.64)   75.6 (23.41) -6.7 (34.64) 

Median 73.3 13.3   73.3 13.3 

Q1, Q3 53.3, 100.0 -46.7, 13.3   53.3, 100.0 -46.7, 13.3 

Min, Max 53, 100 -47, 13   53, 100 -47, 13 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 76.7 (33.00) -16.7 (42.43)   76.7 (33.00) -16.7 (42.43) 

Median 76.7 -16.7   76.7 -16.7 

Q1, Q3 53.3, 100.0 -46.7, 13.3   53.3, 100.0 -46.7, 13.3 

Min, Max 53, 100 -47, 13   53, 100 -47, 13 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 76.7 (33.00) -16.7 (42.43)   76.7 (33.00) -16.7 (42.43) 

Median 76.7 -16.7   76.7 -16.7 

Q1, Q3 53.3, 100.0 -46.7, 13.3   53.3, 100.0 -46.7, 13.3 

Min, Max 53, 100 -47, 13   53, 100 -47, 13 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 76.7 (33.00) -16.7 (42.43)   76.7 (33.00) -16.7 (42.43) 

Median 76.7 -16.7   76.7 -16.7 

Q1, Q3 53.3, 100.0 -46.7, 13.3   53.3, 100.0 -46.7, 13.3 

Min, Max 53, 100 -47, 13   53, 100 -47, 13 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 76.7 (33.00) -16.7 (42.43)   76.7 (33.00) -16.7 (42.43) 

Median 76.7 -16.7   76.7 -16.7 

Q1, Q3 53.3, 100.0 -46.7, 13.3   53.3, 100.0 -46.7, 13.3 

Min, Max 53, 100 -47, 13   53, 100 -47, 13 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4261



Protocol BGB-A317-303 Page 89 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 13.3 (NE)   100.0 (NE) 13.3 (NE) 

Median 100.0 13.3   100.0 13.3 

Q1, Q3 100.0, 100.0 13.3, 13.3   100.0, 100.0 13.3, 13.3 

Min, Max 100, 100 13, 13   100, 100 13, 13 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Physical Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 79.9 (22.17) -7.8 (18.72) 76.3 (20.45) -11.7 (18.00) 78.7 (21.62) -9.1 (18.53) 

Median 86.7 0.0 80.0 -6.7 86.7 0.0 

Q1, Q3 66.7, 100.0 -20.0, 0.0 66.7, 86.7 -20.0, 0.0 66.7, 100.0 -20.0, 0.0 

Min, Max 7, 100 -73, 60 13, 100 -67, 20 7, 100 -73, 60 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 89.0 (17.76)  89.9 (16.06)  89.3 (17.22)  

Median 100.0  100.0  100.0  

Q1, Q3 83.3, 100.0  83.3, 100.0  83.3, 100.0  

Min, Max 0, 100  33, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 86.3 (21.56) -3.0 (17.29) 87.7 (16.99) -4.4 (14.89) 86.7 (20.27) -3.4 (16.59) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -67, 50 33, 100 -50, 50 0, 100 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 87.0 (21.06) -2.4 (20.03) 89.0 (18.80) -3.3 (19.98) 87.6 (20.42) -2.7 (19.98) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 67 17, 100 -83, 50 0, 100 -100, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 88.4 (19.16) -1.9 (17.74) 92.4 (12.17) -1.5 (11.82) 89.4 (17.72) -1.8 (16.42) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -83, 50 50, 100 -33, 33 0, 100 -83, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 88.3 (18.52) -3.0 (18.06) 90.3 (14.57) -4.6 (16.72) 88.7 (17.67) -3.4 (17.72) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 50, 100 -33, 17 0, 100 -100, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 87.5 (18.75) -4.2 (20.10) 83.8 (15.86) -10.6 (16.57) 86.7 (18.13) -5.7 (19.46) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 17, 100 -83, 50 50, 100 -33, 17 17, 100 -83, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 90.2 (18.52) -1.6 (19.26) 90.5 (16.31) -4.0 (15.73) 90.3 (18.07) -2.0 (18.62) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 50, 100 -33, 17 0, 100 -100, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 88.8 (20.07) -2.6 (21.89) 86.1 (21.58) -9.3 (17.36) 88.3 (20.25) -3.7 (21.27) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 17, 100 -83, 67 33, 100 -50, 17 17, 100 -83, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 89.4 (19.71) -2.9 (21.01) 88.2 (18.41) -6.9 (16.73) 89.2 (19.40) -3.6 (20.30) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 50, 100 -33, 17 0, 100 -100, 33 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 90.3 (20.29) -2.2 (22.67) 85.6 (19.79) -8.9 (20.77) 89.5 (20.17) -3.4 (22.37) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 33, 100 -50, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 91.7 (14.25) -1.2 (17.82) 84.4 (21.33) -10.0 (18.69) 90.4 (15.86) -2.8 (18.19) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 67 50, 100 -50, 17 50, 100 -50, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 91.1 (17.78) -2.2 (20.13) 82.1 (22.13) -11.9 (23.96) 89.5 (18.83) -3.9 (21.06) 

Median 100.0 0.0 91.7 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 33, 100 -50, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 89.9 (17.60) -3.3 (18.10) 83.3 (22.05) -9.3 (23.73) 89.0 (18.23) -4.1 (18.87) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -67, 33 50, 100 -50, 17 33, 100 -67, 33 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 89.6 (19.48) -3.6 (21.25) 77.8 (30.05) -14.8 (28.19) 87.9 (21.35) -5.1 (22.42) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 17, 100 -67, 17 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 90.3 (20.26) -3.1 (22.89) 77.8 (25.00) -14.8 (22.74) 88.4 (21.25) -4.8 (23.06) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 33, 100 -50, 0 0, 100 -100, 33 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 91.7 (18.82) -2.0 (20.93) 83.3 (23.57) -8.3 (28.17) 90.5 (19.52) -2.9 (21.88) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 58.3, 100.0 -33.3, 8.3 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 50, 100 -50, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 88.7 (20.88) -5.0 (22.65) 77.1 (30.78) -14.6 (33.85) 87.1 (22.52) -6.3 (24.35) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 58.3, 100.0 -33.3, 8.3 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 17, 100 -83, 17 0, 100 -100, 33 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 89.0 (20.09) -4.7 (21.57) 83.3 (23.57) -8.3 (25.20) 88.2 (20.47) -5.2 (21.90) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 75.0, 100.0 -25.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 33, 100 -50, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 87.8 (18.75) -5.6 (19.55) 79.2 (26.35) -12.5 (29.21) 86.6 (19.95) -6.5 (21.00) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 58.3, 100.0 -41.7, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 33, 100 -67, 33 33, 100 -50, 33 33, 100 -67, 33 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 92.0 (16.38) -1.8 (19.00) 81.3 (18.77) -10.4 (21.71) 90.4 (17.01) -3.1 (19.45) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -25.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -67, 33 50, 100 -50, 17 33, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 93.7 (13.43) -0.7 (16.27) 85.4 (24.30) -6.3 (25.10) 92.5 (15.53) -1.6 (17.68) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 75.0, 100.0 -16.7, 0.0 100.0, 100.0 0.0, 0.0 

Min, Max 50, 100 -50, 33 33, 100 -50, 33 33, 100 -50, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 90.2 (16.60) -4.2 (19.06) 86.7 (18.26) -10.0 (14.91) 89.8 (16.60) -4.8 (18.63) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -67, 33 67, 100 -33, 0 33, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 91.7 (16.78) -3.9 (19.54) 83.3 (23.57) -13.3 (18.26) 90.7 (17.56) -5.0 (19.43) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -67, 33 50, 100 -33, 0 33, 100 -67, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 90.1 (17.77) -5.4 (19.66) 93.3 (14.91) -3.3 (18.26) 90.5 (17.32) -5.2 (19.30) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 100.0, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 17, 100 -83, 33 67, 100 -33, 17 17, 100 -83, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 92.4 (13.00) -3.3 (15.02) 90.0 (14.91) -6.7 (14.91) 92.1 (13.07) -3.8 (14.85) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 33 67, 100 -33, 0 67, 100 -33, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 90.9 (15.08) -4.5 (15.74) 83.3 (16.67) -13.3 (13.94) 89.9 (15.27) -5.7 (15.63) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 50, 100 -50, 17 67, 100 -33, 0 50, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 89.9 (15.56) -5.6 (12.95) 86.7 (18.26) -10.0 (14.91) 89.5 (15.70) -6.1 (13.10) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 17 67, 100 -33, 0 50, 100 -33, 17 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 90.4 (15.04) -5.1 (11.40) 93.3 (14.91) -3.3 (18.26) 90.8 (14.86) -4.8 (12.20) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 100.0, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 17 67, 100 -33, 17 50, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 89.2 (17.51) -5.9 (16.41) 83.3 (23.57) -13.3 (18.26) 88.4 (18.18) -6.9 (16.61) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 33, 100 -33, 33 50, 100 -33, 0 33, 100 -33, 33 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 91.1 (13.97) -4.8 (12.71) 90.0 (14.91) -6.7 (14.91) 90.9 (13.88) -5.1 (12.83) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -8.3, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 93.8 (12.36) -3.1 (14.64) 90.0 (14.91) -6.7 (14.91) 93.2 (12.60) -3.6 (14.50) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 91.7, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 33 67, 100 -33, 0 67, 100 -33, 33 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 94.0 (12.62) -2.7 (12.44) 86.7 (18.26) -10.0 (14.91) 92.8 (13.62) -3.9 (12.90) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 100.0, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4279



Protocol BGB-A317-303 Page 107 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 91.3 (14.97) -5.1 (16.23) 80.0 (29.81) -16.7 (23.57) 89.3 (18.27) -7.1 (17.82) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 33 33, 100 -50, 0 33, 100 -50, 33 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 92.8 (13.13) -3.6 (15.04) 66.7 (33.33) -27.8 (25.46) 89.7 (17.69) -6.4 (17.69) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 33.3, 100.0 -50.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 33, 100 -50, 0 33, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 88.1 (16.79) -7.9 (15.47) 72.2 (25.46) -22.2 (19.25) 86.1 (18.17) -9.7 (16.24) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 50.0, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 50, 100 -50, 17 50, 100 -33, 0 50, 100 -50, 17 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 93.7 (12.33) -2.4 (15.17) 77.8 (19.25) -16.7 (16.67) 91.7 (13.90) -4.2 (15.73) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 33 67, 100 -33, 0 67, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 88.9 (15.21) -7.1 (13.51) 72.2 (9.62) -22.2 (9.62) 86.8 (15.53) -9.0 (13.88) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 83.3 -33.3, -16.7 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 83 -33, -17 67, 100 -33, 17 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 88.1 (18.37) -7.9 (16.35) 77.8 (19.25) -16.7 (16.67) 86.8 (18.38) -9.0 (16.28) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 33, 100 -50, 17 67, 100 -33, 0 33, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 93.7 (12.33) -2.4 (12.12) 77.8 (19.25) -16.7 (28.87) 91.7 (13.90) -4.2 (14.95) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 16.7 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 17 67, 100 -33, 17 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 89.7 (14.41) -6.3 (14.41) 66.7 (33.33) -27.8 (25.46) 86.8 (18.38) -9.0 (17.01) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 33.3, 100.0 -50.0, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 33, 100 -50, 0 33, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 89.5 (14.92) -6.1 (12.68) 61.1 (25.46) -33.3 (16.67) 85.6 (18.75) -9.8 (15.99) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 33.3, 83.3 -50.0, -16.7 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 33, 83 -50, -17 33, 100 -50, 17 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 88.9 (17.15) -7.4 (16.39) 72.2 (25.46) -22.2 (19.25) 86.5 (18.72) -9.5 (17.14) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 50.0, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 50, 100 -50, 17 50, 100 -33, 0 50, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 92.6 (13.06) -3.7 (14.64) 72.2 (25.46) -22.2 (19.25) 89.7 (16.22) -6.3 (16.22) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 50.0, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 50, 100 -33, 0 50, 100 -33, 17 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 90.7 (14.26) -5.6 (15.12) 66.7 (33.33) -27.8 (25.46) 87.3 (18.93) -8.7 (17.97) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 33.3, 100.0 -50.0, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 33, 100 -50, 0 33, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 89.8 (15.27) -6.5 (14.16) 72.2 (9.62) -22.2 (9.62) 87.3 (15.73) -8.7 (14.55) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 83.3 -33.3, -16.7 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 83 -33, -17 67, 100 -33, 17 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 88.9 (15.12) -7.4 (14.26) 83.3 (23.57) -16.7 (23.57) 88.3 (15.39) -8.3 (14.81) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 89.8 (15.27) -6.5 (14.16) 83.3 (23.57) -16.7 (23.57) 89.2 (15.56) -7.5 (14.78) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 89.2 (15.52) -6.9 (13.25) 83.3 (23.57) -16.7 (23.57) 88.6 (15.77) -7.9 (14.02) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 0 67, 100 -33, 0 67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 88.2 (16.42) -7.8 (13.33) 75.0 (11.79) -25.0 (11.79) 86.8 (16.27) -9.6 (13.96) 

Median 100.0 0.0 75.0 -25.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 83.3 -33.3, -16.7 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 0 67, 83 -33, -17 67, 100 -33, 0 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 89.2 (16.61) -6.9 (15.66) 83.3 (23.57) -16.7 (23.57) 88.6 (16.72) -7.9 (16.07) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 50, 100 -50, 0 67, 100 -33, 0 50, 100 -50, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 91.1 (15.26) -6.7 (15.17) 83.3 (23.57) -16.7 (23.57) 90.2 (15.66) -7.8 (15.72) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 90.0 (15.17) -7.8 (15.26) 83.3 (23.57) -16.7 (23.57) 89.2 (15.52) -8.8 (15.72) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 87.8 (16.02) -10.0 (13.80) 83.3 (23.57) -16.7 (23.57) 87.3 (16.17) -10.8 (14.36) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 0 67, 100 -33, 0 67, 100 -33, 0 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 88.9 (16.27) -8.9 (16.51) 83.3 (23.57) -16.7 (23.57) 88.2 (16.42) -9.8 (16.73) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 90.5 (15.63) -7.1 (15.63) 75.0 (11.79) -25.0 (11.79) 88.5 (15.77) -9.4 (16.07) 

Median 100.0 0.0 75.0 -25.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 83.3 -33.3, -16.7 66.7, 100.0 -25.0, 0.0 

Min, Max 67, 100 -33, 17 67, 83 -33, -17 67, 100 -33, 17 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 91.0 (14.62) -6.4 (14.50) 83.3 (23.57) -16.7 (23.57) 90.0 (15.17) -7.8 (15.26) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 89.7 (16.01) -7.7 (16.12) 83.3 (23.57) -16.7 (23.57) 88.9 (16.27) -8.9 (16.51) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 17 67, 100 -33, 0 67, 100 -33, 17 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 87.2 (16.88) -10.3 (14.50) 100.0 (NE) 0.0 (NE) 88.1 (16.57) -9.5 (14.19) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 100.0, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 0 100, 100 0, 0 67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 87.5 (18.97) -9.7 (19.41) 100.0 (0.00) 0.0 (0.00) 89.3 (18.03) -8.3 (18.20) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -25.0, 0.0 100.0, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 50, 100 -50, 17 100, 100 0, 0 50, 100 -50, 17 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 88.9 (16.41) -8.3 (16.67) 100.0 (0.00) 0.0 (0.00) 90.5 (15.63) -7.1 (15.63) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -25.0, 0.0 100.0, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 100, 100 0, 0 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 81.7 (16.57) -15.0 (16.57) 83.3 (23.57) -16.7 (23.57) 81.9 (16.60) -15.3 (16.60) 

Median 75.0 -8.3 83.3 -16.7 75.0 -8.3 

Q1, Q3 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0 67, 100 -33, 0 67, 100 -33, 0 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 85.2 (17.57) -13.0 (16.20) 83.3 (23.57) -16.7 (23.57) 84.8 (17.41) -13.6 (16.36) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0 67, 100 -33, 0 67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 87.5 (17.25) -10.4 (15.27) 100.0 (NE) 0.0 (NE) 88.9 (16.67) -9.3 (14.70) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -25.0, 0.0 100.0, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 0 100, 100 0, 0 67, 100 -33, 0 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 88.1 (20.89) -11.9 (20.89) 100.0 (NE) 0.0 (NE) 89.6 (19.80) -10.4 (19.80) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 100.0, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 50, 100 -50, 0 100, 100 0, 0 50, 100 -50, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 83.3 (21.08) -16.7 (21.08) 100.0 (NE) 0.0 (NE) 85.7 (20.25) -14.3 (20.25) 

Median 91.7 -8.3 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 

Min, Max 50, 100 -50, 0 100, 100 0, 0 50, 100 -50, 0 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 83.3 (18.26) -16.7 (18.26) 100.0 (NE) 0.0 (NE) 85.7 (17.82) -14.3 (17.82) 

Median 83.3 -16.7 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0 100, 100 0, 0 67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 88.9 (17.21) -11.1 (17.21) 100.0 (NE) 0.0 (NE) 90.5 (16.27) -9.5 (16.27) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0 100, 100 0, 0 67, 100 -33, 0 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 86.1 (16.39) -13.9 (16.39) 100.0 (NE) 0.0 (NE) 88.1 (15.85) -11.9 (15.85) 

Median 91.7 -8.3 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0 100, 100 0, 0 67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 88.9 (17.21) -11.1 (17.21) 100.0 (NE) 0.0 (NE) 90.5 (16.27) -9.5 (16.27) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0 100, 100 0, 0 67, 100 -33, 0 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 86.7 (18.26) -13.3 (18.26) 100.0 (NE) 0.0 (NE) 88.9 (17.21) -11.1 (17.21) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 100.0, 100.0 0.0, 0.0 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0 100, 100 0, 0 67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 91.7 (16.67) -8.3 (16.67)   91.7 (16.67) -8.3 (16.67) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0   83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 88.9 (19.25) -11.1 (19.25)   88.9 (19.25) -11.1 (19.25) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 83.3 (23.57) -16.7 (23.57)   83.3 (23.57) -16.7 (23.57) 

Median 83.3 -16.7   83.3 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 75.0 (35.36) -25.0 (35.36)   75.0 (35.36) -25.0 (35.36) 

Median 75.0 -25.0   75.0 -25.0 

Q1, Q3 50.0, 100.0 -50.0, 0.0   50.0, 100.0 -50.0, 0.0 

Min, Max 50, 100 -50, 0   50, 100 -50, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 83.3 (23.57) -16.7 (23.57)   83.3 (23.57) -16.7 (23.57) 

Median 83.3 -16.7   83.3 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 83.3 (23.57) -16.7 (23.57)   83.3 (23.57) -16.7 (23.57) 

Median 83.3 -16.7   83.3 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Role Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 79.8 (25.46) -11.6 (25.94) 77.4 (26.77) -13.6 (23.96) 78.9 (25.88) -12.3 (25.24) 

Median 83.3 0.0 83.3 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -33.3, 0.0 66.7, 100.0 -33.3, 0.0 

Min, Max 0, 100 -100, 67 0, 100 -67, 33 0, 100 -100, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 88.1 (15.37)  89.9 (14.08)  88.6 (14.98)  

Median 91.7  91.7  91.7  

Q1, Q3 75.0, 100.0  83.3, 100.0  83.3, 100.0  

Min, Max 8, 100  33, 100  8, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 90.0 (13.41) 2.0 (10.79) 90.6 (15.78) 0.3 (14.49) 90.2 (14.14) 1.5 (12.02) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 42, 100 -25, 58 0, 100 -100, 33 0, 100 -100, 58 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 89.6 (15.84) 1.7 (12.25) 89.3 (13.54) -0.5 (13.53) 89.5 (15.19) 1.1 (12.64) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 17, 100 -58, 58 33, 100 -67, 33 17, 100 -67, 58 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 87.5 (16.39) 0.6 (13.93) 90.9 (13.67) 0.2 (11.58) 88.4 (15.78) 0.5 (13.35) 

Median 91.7 0.0 100.0 0.0 91.7 0.0 

Q1, Q3 75.0, 100.0 0.0, 8.3 83.3, 100.0 -4.2, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 0, 100 -50, 58 42, 100 -50, 17 0, 100 -50, 58 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 89.1 (14.38) 2.0 (13.60) 89.8 (14.65) -1.6 (10.51) 89.2 (14.40) 1.2 (13.01) 

Median 91.7 0.0 100.0 0.0 91.7 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -50, 58 33, 100 -33, 17 33, 100 -50, 58 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 89.6 (14.16) 1.0 (13.19) 89.1 (17.74) -1.5 (15.23) 89.5 (15.01) 0.4 (13.68) 

Median 91.7 0.0 100.0 0.0 91.7 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 83.3, 100.0 -8.3, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -42, 58 17, 100 -50, 25 17, 100 -50, 58 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 90.8 (12.79) 1.6 (12.60) 88.5 (11.33) -2.4 (9.91) 90.4 (12.52) 0.9 (12.21) 

Median 100.0 0.0 91.7 0.0 91.7 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 83.3, 100.0 -8.3, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 50, 100 -33, 58 67, 100 -33, 8 50, 100 -33, 58 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 90.8 (13.88) 1.7 (10.89) 85.6 (16.12) -5.1 (12.17) 90.0 (14.33) 0.5 (11.35) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 -8.3, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 25, 100 -33, 50 50, 100 -33, 8 25, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 90.7 (13.72) 1.0 (11.74) 84.3 (18.13) -7.4 (16.64) 89.6 (14.68) -0.4 (13.03) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 -8.3, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -33, 25 42, 100 -42, 17 33, 100 -42, 25 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 91.3 (13.29) 1.4 (14.22) 85.0 (14.84) -5.6 (12.47) 90.2 (13.70) 0.2 (14.11) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 50, 100 -33, 50 67, 100 -33, 8 50, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 90.1 (14.73) 0.4 (12.03) 84.4 (14.39) -6.1 (14.25) 89.1 (14.75) -0.8 (12.62) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 -16.7, 0.0 75.0, 100.0 -8.3, 8.3 

Min, Max 25, 100 -33, 33 67, 100 -33, 8 25, 100 -33, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 89.4 (14.56) 0.0 (14.71) 84.5 (17.56) -5.4 (16.86) 88.5 (15.15) -1.0 (15.15) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -8.3, 8.3 75.0, 100.0 -16.7, 8.3 75.0, 100.0 -8.3, 8.3 

Min, Max 42, 100 -33, 33 50, 100 -50, 8 42, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 89.7 (13.85) 0.9 (15.05) 84.3 (20.17) -8.3 (23.57) 89.0 (14.81) -0.4 (16.56) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -4.2, 8.3 75.0, 100.0 -16.7, 8.3 83.3, 100.0 -8.3, 8.3 

Min, Max 58, 100 -33, 50 42, 100 -58, 8 42, 100 -58, 50 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 89.6 (14.50) 0.7 (12.34) 84.3 (20.17) -8.3 (22.05) 88.8 (15.33) -0.5 (14.20) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 75.0, 100.0 -16.7, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -33, 42 42, 100 -58, 8 33, 100 -58, 42 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 89.9 (14.47) 1.7 (14.56) 83.3 (22.05) -9.3 (24.10) 89.0 (15.74) 0.1 (16.49) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 -8.3, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -33, 58 42, 100 -58, 8 33, 100 -58, 58 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 91.8 (13.62) 3.3 (12.26) 81.3 (26.26) -10.4 (30.13) 90.4 (16.06) 1.4 (16.23) 

Median 100.0 0.0 95.8 4.2 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 62.5, 100.0 -25.0, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -25, 50 33, 100 -67, 8 33, 100 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 90.3 (14.81) 1.8 (12.40) 77.1 (32.04) -14.6 (35.29) 88.5 (18.33) -0.4 (17.83) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 62.5, 100.0 -25.0, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 25, 100 -25, 42 8, 100 -92, 8 8, 100 -92, 42 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 90.7 (15.67) 2.2 (13.86) 83.3 (25.97) -8.3 (27.82) 89.7 (17.33) 0.7 (16.54) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 79.2, 100.0 -8.3, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 33, 100 -42, 42 25, 100 -75, 8 25, 100 -75, 42 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 91.3 (15.28) 3.0 (14.33) 79.2 (25.97) -12.5 (29.21) 89.6 (17.43) 0.7 (17.72) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 58.3, 100.0 -29.2, 8.3 87.5, 100.0 0.0, 8.3 

Min, Max 33, 100 -42, 50 33, 100 -67, 8 33, 100 -67, 50 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 93.5 (11.10) 4.2 (16.27) 85.4 (18.23) -6.3 (19.29) 92.3 (12.52) 2.6 (16.96) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 75.0, 100.0 -8.3, 4.2 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 58 50, 100 -50, 8 50, 100 -50, 58 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 93.3 (11.46) 3.0 (14.23) 86.5 (16.02) -5.2 (17.22) 92.3 (12.32) 1.7 (14.83) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 75.0, 100.0 -12.5, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 58, 100 -42, 58 58, 100 -42, 8 58, 100 -42, 58 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 93.0 (12.95) 2.8 (12.18) 91.7 (10.21) -3.3 (13.94) 92.9 (12.62) 2.2 (12.36) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 100.0 -8.3, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 42, 100 -33, 33 75, 100 -25, 8 42, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 94.3 (10.81) 4.2 (14.34) 93.3 (10.87) -1.7 (13.69) 94.2 (10.69) 3.5 (14.23) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 58 75, 100 -25, 8 67, 100 -33, 58 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 92.3 (12.79) 2.5 (12.09) 91.7 (10.21) -3.3 (13.94) 92.3 (12.40) 1.8 (12.28) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 100.0 -8.3, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 50, 100 -25, 42 75, 100 -25, 8 50, 100 -25, 42 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 92.6 (15.09) 3.3 (12.97) 90.0 (13.69) -5.0 (17.28) 92.3 (14.79) 2.3 (13.61) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 100.0 -8.3, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 33, 100 -33, 33 67, 100 -33, 8 33, 100 -33, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 91.9 (14.66) 3.3 (11.59) 93.3 (6.97) -1.7 (10.87) 92.1 (13.83) 2.6 (11.48) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 100.0 -8.3, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 33, 100 -25, 25 83, 100 -17, 8 33, 100 -25, 25 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 93.2 (13.57) 4.5 (11.04) 86.7 (12.64) -8.3 (16.67) 92.3 (13.48) 2.9 (12.45) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 83.3, 91.7 -16.7, 0.0 91.7, 100.0 0.0, 8.3 

Min, Max 42, 100 -25, 33 67, 100 -33, 8 42, 100 -33, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 93.2 (14.65) 4.5 (11.62) 88.3 (13.94) -6.7 (18.07) 92.5 (14.47) 3.1 (12.91) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 83.3, 100.0 -16.7, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 33, 100 -33, 33 67, 100 -33, 8 33, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 91.9 (14.02) 4.0 (11.95) 85.0 (29.11) -10.0 (31.95) 91.0 (16.47) 2.1 (16.23) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 42, 100 -33, 33 33, 100 -67, 8 33, 100 -67, 33 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 94.6 (11.61) 4.5 (12.31) 93.3 (6.97) -1.7 (10.87) 94.4 (10.96) 3.5 (12.15) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 95.8, 100.0 0.0, 8.3 91.7, 100.0 -8.3, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 58, 100 -42, 25 83, 100 -17, 8 58, 100 -42, 25 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 94.8 (10.37) 4.3 (10.68) 86.7 (15.14) -8.3 (19.54) 93.5 (11.35) 2.3 (12.92) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 75.0, 100.0 -25.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -25, 33 67, 100 -33, 8 67, 100 -33, 33 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 94.3 (11.47) 4.3 (12.29) 85.0 (20.75) -10.0 (24.58) 92.8 (13.44) 1.9 (15.43) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 8.3 83.3, 100.0 -16.7, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 33 50, 100 -50, 8 50, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 94.9 (10.58) 4.7 (13.49) 80.0 (28.01) -15.0 (31.95) 92.3 (15.54) 1.2 (18.94) 

Median 100.0 8.3 91.7 0.0 100.0 4.2 

Q1, Q3 91.7, 100.0 0.0, 8.3 75.0, 100.0 -25.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 33 33, 100 -67, 8 33, 100 -67, 33 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 93.5 (11.22) 3.3 (13.47) 63.9 (33.68) -33.3 (38.19) 90.1 (17.16) -1.0 (20.46) 

Median 100.0 0.0 58.3 -41.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 33.3, 100.0 -66.7, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 25 33, 100 -67, 8 33, 100 -67, 25 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 93.7 (11.46) 3.6 (13.84) 80.6 (17.35) -16.7 (22.05) 92.0 (12.65) 1.0 (15.98) 

Median 100.0 0.0 75.0 -25.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 66.7, 100.0 -33.3, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 25 67, 100 -33, 8 67, 100 -33, 25 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 94.8 (10.03) 4.8 (12.79) 77.8 (19.25) -19.4 (24.06) 92.7 (12.36) 1.7 (16.11) 

Median 100.0 8.3 66.7 -33.3 100.0 4.2 

Q1, Q3 91.7, 100.0 0.0, 8.3 66.7, 100.0 -33.3, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 25 67, 100 -33, 8 67, 100 -33, 25 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 94.4 (10.32) 4.4 (12.53) 77.8 (19.25) -19.4 (24.06) 92.4 (12.51) 1.4 (15.86) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 66.7, 100.0 -33.3, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 25 67, 100 -33, 8 67, 100 -33, 25 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 94.4 (14.51) 4.4 (17.20) 77.8 (19.25) -19.4 (24.06) 92.4 (15.72) 1.4 (19.30) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 8.3 66.7, 100.0 -33.3, 8.3 95.8, 100.0 0.0, 8.3 

Min, Max 42, 100 -58, 33 67, 100 -33, 8 42, 100 -58, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 95.2 (10.73) 5.2 (12.77) 86.1 (17.35) -11.1 (20.97) 94.1 (11.65) 3.1 (14.50) 

Median 100.0 0.0 91.7 -8.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 8.3 66.7, 100.0 -33.3, 8.3 95.8, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 33 67, 100 -33, 8 67, 100 -33, 33 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 94.4 (11.28) 4.4 (14.10) 72.2 (34.69) -25.0 (38.19) 91.7 (16.48) 0.7 (19.95) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 8.3 33.3, 100.0 -66.7, 8.3 87.5, 100.0 0.0, 8.3 

Min, Max 67, 100 -33, 33 33, 100 -67, 8 33, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 96.5 (8.48) 6.6 (10.24) 69.4 (33.68) -27.8 (37.58) 92.8 (16.12) 1.9 (19.23) 

Median 100.0 0.0 75.0 -25.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 8.3 33.3, 100.0 -66.7, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -8, 33 33, 100 -67, 8 33, 100 -67, 33 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 96.8 (8.64) 6.9 (10.40) 69.4 (29.27) -27.8 (33.68) 92.9 (15.65) 2.0 (18.99) 

Median 100.0 4.2 66.7 -33.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 8.3 41.7, 100.0 -58.3, 8.3 100.0, 100.0 0.0, 8.3 

Min, Max 67, 100 -8, 33 42, 100 -58, 8 42, 100 -58, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 93.5 (11.63) 3.7 (13.47) 63.9 (33.68) -33.3 (38.19) 89.3 (18.47) -1.6 (21.83) 

Median 100.0 0.0 58.3 -41.7 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 33.3, 100.0 -66.7, 8.3 75.0, 100.0 0.0, 8.3 

Min, Max 67, 100 -25, 33 33, 100 -67, 8 33, 100 -67, 33 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 96.3 (8.68) 6.5 (9.29) 63.9 (33.68) -33.3 (38.19) 91.7 (17.68) 0.8 (20.57) 

Median 100.0 4.2 58.3 -41.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 8.3 33.3, 100.0 -66.7, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -8, 25 33, 100 -67, 8 33, 100 -67, 25 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 93.1 (11.16) 3.2 (11.48) 75.0 (25.00) -22.2 (29.27) 90.5 (14.50) -0.4 (16.77) 

Median 100.0 0.0 75.0 -25.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 50.0, 100.0 -50.0, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 67, 100 -17, 25 50, 100 -50, 8 50, 100 -50, 25 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 95.4 (9.58) 5.6 (7.56) 75.0 (35.36) -20.8 (41.25) 93.3 (13.68) 2.9 (14.38) 

Median 100.0 0.0 75.0 -20.8 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 8.3 50.0, 100.0 -50.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 0, 25 50, 100 -50, 8 50, 100 -50, 25 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 97.2 (8.57) 7.4 (9.86) 79.2 (29.46) -16.7 (35.36) 95.4 (11.93) 5.0 (14.41) 

Median 100.0 4.2 79.2 -16.7 100.0 4.2 

Q1, Q3 100.0, 100.0 0.0, 8.3 58.3, 100.0 -41.7, 8.3 100.0, 100.0 0.0, 8.3 

Min, Max 67, 100 0, 33 58, 100 -42, 8 58, 100 -42, 33 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 96.6 (8.87) 6.9 (10.72) 79.2 (29.46) -16.7 (35.36) 94.7 (12.17) 4.4 (15.05) 

Median 100.0 0.0 79.2 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 8.3 58.3, 100.0 -41.7, 8.3 100.0, 100.0 0.0, 8.3 

Min, Max 67, 100 -8, 33 58, 100 -42, 8 58, 100 -42, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 95.6 (9.37) 5.9 (10.11) 79.2 (29.46) -16.7 (35.36) 93.9 (12.37) 3.5 (14.52) 

Median 100.0 0.0 79.2 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 8.3 58.3, 100.0 -41.7, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 0, 33 58, 100 -42, 8 58, 100 -42, 33 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 95.6 (9.37) 5.9 (10.53) 79.2 (29.46) -16.7 (35.36) 93.9 (12.37) 3.5 (14.78) 

Median 100.0 0.0 79.2 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 8.3 58.3, 100.0 -41.7, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -8, 33 58, 100 -42, 8 58, 100 -42, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 96.1 (9.38) 6.7 (11.00) 87.5 (17.68) -8.3 (23.57) 95.1 (10.23) 4.9 (12.86) 

Median 100.0 0.0 87.5 -8.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 8.3 75.0, 100.0 -25.0, 8.3 100.0, 100.0 0.0, 8.3 

Min, Max 67, 100 -8, 33 75, 100 -25, 8 67, 100 -25, 33 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 95.6 (10.38) 6.1 (11.56) 87.5 (17.68) -8.3 (23.57) 94.6 (11.00) 4.4 (13.21) 

Median 100.0 0.0 87.5 -8.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 8.3 75.0, 100.0 -25.0, 8.3 100.0, 100.0 0.0, 8.3 

Min, Max 67, 100 -8, 33 75, 100 -25, 8 67, 100 -25, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 95.6 (8.25) 6.1 (12.39) 79.2 (29.46) -16.7 (35.36) 93.6 (11.98) 3.4 (16.42) 

Median 100.0 8.3 79.2 -16.7 100.0 8.3 

Q1, Q3 91.7, 100.0 0.0, 8.3 58.3, 100.0 -41.7, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 75, 100 -17, 33 58, 100 -42, 8 58, 100 -42, 33 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 97.2 (8.72) 7.8 (10.19) 75.0 (35.36) -20.8 (41.25) 94.6 (14.11) 4.4 (16.96) 

Median 100.0 8.3 75.0 -20.8 100.0 8.3 

Q1, Q3 100.0, 100.0 0.0, 8.3 50.0, 100.0 -50.0, 8.3 100.0, 100.0 0.0, 8.3 

Min, Max 67, 100 0, 33 50, 100 -50, 8 50, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 95.8 (10.72) 6.5 (11.41) 75.0 (35.36) -20.8 (41.25) 93.2 (15.28) 3.1 (17.71) 

Median 100.0 0.0 75.0 -20.8 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 8.3 50.0, 100.0 -50.0, 8.3 100.0, 100.0 0.0, 8.3 

Min, Max 67, 100 -8, 33 50, 100 -50, 8 50, 100 -50, 33 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 96.8 (8.01) 8.3 (10.76) 66.7 (47.14) -29.2 (53.03) 92.8 (18.06) 3.3 (21.78) 

Median 100.0 8.3 66.7 -29.2 100.0 8.3 

Q1, Q3 100.0, 100.0 0.0, 8.3 33.3, 100.0 -66.7, 8.3 100.0, 100.0 0.0, 8.3 

Min, Max 75, 100 0, 33 33, 100 -67, 8 33, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 96.2 (9.99) 7.7 (11.00) 79.2 (29.46) -16.7 (35.36) 93.9 (13.54) 4.4 (16.33) 

Median 100.0 0.0 79.2 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 8.3 58.3, 100.0 -41.7, 8.3 100.0, 100.0 0.0, 8.3 

Min, Max 67, 100 0, 33 58, 100 -42, 8 58, 100 -42, 33 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 94.2 (9.85) 5.8 (10.96) 91.7 (NE) 0.0 (NE) 94.0 (9.49) 5.4 (10.65) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 91.7, 91.7 0.0, 0.0 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -8, 25 92, 92 0, 0 67, 100 -8, 25 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 95.1 (10.33) 5.6 (10.86) 75.0 (35.36) -20.8 (41.25) 92.3 (15.49) 1.8 (17.96) 

Median 100.0 0.0 75.0 -20.8 100.0 0.0 

Q1, Q3 95.8, 100.0 0.0, 8.3 50.0, 100.0 -50.0, 8.3 91.7, 100.0 0.0, 8.3 

Min, Max 67, 100 -8, 33 50, 100 -50, 8 50, 100 -50, 33 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 93.8 (10.73) 4.2 (12.56) 79.2 (29.46) -16.7 (35.36) 91.7 (13.87) 1.2 (16.94) 

Median 100.0 0.0 79.2 -16.7 100.0 0.0 

Q1, Q3 87.5, 100.0 0.0, 8.3 58.3, 100.0 -41.7, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 67, 100 -17, 33 58, 100 -42, 8 58, 100 -42, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 93.3 (11.65) 4.2 (12.58) 79.2 (29.46) -16.7 (35.36) 91.0 (14.85) 0.7 (17.57) 

Median 100.0 0.0 79.2 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 58.3, 100.0 -41.7, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 67, 100 -17, 33 58, 100 -42, 8 58, 100 -42, 33 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 93.5 (11.62) 1.9 (5.56) 87.5 (17.68) -8.3 (23.57) 92.4 (12.05) 0.0 (9.86) 

Median 100.0 0.0 87.5 -8.3 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 75.0, 100.0 -25.0, 8.3 83.3, 100.0 0.0, 8.3 

Min, Max 67, 100 -8, 8 75, 100 -25, 8 67, 100 -25, 8 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 95.8 (8.91) 1.0 (6.95) 58.3 (NE) -41.7 (NE) 91.7 (15.02) -3.7 (15.65) 

Median 100.0 0.0 58.3 -41.7 100.0 0.0 

Q1, Q3 95.8, 100.0 -4.2, 8.3 58.3, 58.3 -41.7, -41.7 91.7, 100.0 -8.3, 8.3 

Min, Max 75, 100 -8, 8 58, 58 -42, -42 58, 100 -42, 8 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 97.6 (4.07) 2.4 (9.27) 58.3 (NE) -41.7 (NE) 92.7 (14.39) -3.1 (17.78) 

Median 100.0 0.0 58.3 -41.7 100.0 0.0 

Q1, Q3 91.7, 100.0 -8.3, 8.3 58.3, 58.3 -41.7, -41.7 91.7, 100.0 -8.3, 8.3 

Min, Max 92, 100 -8, 17 58, 58 -42, -42 58, 100 -42, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4340



Protocol BGB-A317-303 Page 168 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 94.4 (6.80) 0.0 (7.45) 50.0 (NE) -50.0 (NE) 88.1 (17.91) -7.1 (20.09) 

Median 95.8 0.0 50.0 -50.0 91.7 0.0 

Q1, Q3 91.7, 100.0 -8.3, 8.3 50.0, 50.0 -50.0, -50.0 83.3, 100.0 -8.3, 8.3 

Min, Max 83, 100 -8, 8 50, 50 -50, -50 50, 100 -50, 8 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 95.8 (6.97) 1.4 (6.27) 58.3 (NE) -41.7 (NE) 90.5 (15.54) -4.8 (17.25) 

Median 100.0 0.0 58.3 -41.7 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 58.3, 58.3 -41.7, -41.7 83.3, 100.0 -8.3, 8.3 

Min, Max 83, 100 -8, 8 58, 58 -42, -42 58, 100 -42, 8 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 91.7 (10.54) -2.8 (10.09) 50.0 (NE) -50.0 (NE) 85.7 (18.46) -9.5 (20.09) 

Median 95.8 -4.2 50.0 -50.0 91.7 -8.3 

Q1, Q3 83.3, 100.0 -8.3, 8.3 50.0, 50.0 -50.0, -50.0 75.0, 100.0 -16.7, 8.3 

Min, Max 75, 100 -17, 8 50, 50 -50, -50 50, 100 -50, 8 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 94.4 (10.09) 0.0 (7.45) 58.3 (NE) -41.7 (NE) 89.3 (16.47) -6.0 (17.16) 

Median 100.0 0.0 58.3 -41.7 100.0 0.0 

Q1, Q3 91.7, 100.0 -8.3, 8.3 58.3, 58.3 -41.7, -41.7 75.0, 100.0 -8.3, 8.3 

Min, Max 75, 100 -8, 8 58, 58 -42, -42 58, 100 -42, 8 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 94.4 (10.09) 0.0 (7.45) 66.7 (NE) -33.3 (NE) 90.5 (13.97) -4.8 (14.32) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 91.7, 100.0 -8.3, 8.3 66.7, 66.7 -33.3, -33.3 75.0, 100.0 -8.3, 8.3 

Min, Max 75, 100 -8, 8 67, 67 -33, -33 67, 100 -33, 8 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 98.3 (3.73) 5.0 (9.50) 58.3 (NE) -41.7 (NE) 91.7 (16.67) -2.8 (20.86) 

Median 100.0 8.3 58.3 -41.7 100.0 4.2 

Q1, Q3 100.0, 100.0 0.0, 8.3 58.3, 58.3 -41.7, -41.7 91.7, 100.0 -8.3, 8.3 

Min, Max 92, 100 -8, 17 58, 58 -42, -42 58, 100 -42, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 97.9 (4.17) 2.1 (7.98)   97.9 (4.17) 2.1 (7.98) 

Median 100.0 4.2   100.0 4.2 

Q1, Q3 95.8, 100.0 -4.2, 8.3   95.8, 100.0 -4.2, 8.3 

Min, Max 92, 100 -8, 8   92, 100 -8, 8 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 97.2 (4.81) 2.8 (4.81)   97.2 (4.81) 2.8 (4.81) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3   91.7, 100.0 0.0, 8.3 

Min, Max 92, 100 0, 8   92, 100 0, 8 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 100.0 (0.00) 8.3 (0.00)   100.0 (0.00) 8.3 (0.00) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 100.0 (0.00) 8.3 (0.00)   100.0 (0.00) 8.3 (0.00) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 100.0 (0.00) 8.3 (0.00)   100.0 (0.00) 8.3 (0.00) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 100.0 (0.00) 8.3 (0.00)   100.0 (0.00) 8.3 (0.00) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 8.3 (NE)   100.0 (NE) 8.3 (NE) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 8.3, 8.3   100.0, 100.0 8.3, 8.3 

Min, Max 100, 100 8, 8   100, 100 8, 8 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Emotional Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 84.9 (19.40) -4.7 (16.18) 83.0 (19.48) -6.0 (15.68) 84.2 (19.40) -5.1 (15.98) 

Median 91.7 0.0 91.7 0.0 91.7 0.0 

Q1, Q3 75.0, 100.0 -8.3, 0.0 75.0, 100.0 -8.3, 0.0 75.0, 100.0 -8.3, 0.0 

Min, Max 25, 100 -58, 58 33, 100 -67, 17 25, 100 -67, 58 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 89.6 (14.69)  91.6 (12.30)  90.2 (13.99)  

Median 100.0  100.0  100.0  

Q1, Q3 83.3, 100.0  83.3, 100.0  83.3, 100.0  

Min, Max 33, 100  50, 100  33, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 90.7 (14.66) 0.4 (12.60) 90.9 (14.50) -1.2 (11.51) 90.7 (14.58) -0.1 (12.28) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -33, 50 33, 100 -33, 17 33, 100 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 89.3 (16.39) -0.9 (15.29) 87.9 (15.52) -3.8 (13.66) 88.9 (16.13) -1.7 (14.88) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 17, 100 -67, 67 33, 100 -50, 33 17, 100 -67, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 90.7 (15.77) 0.4 (14.09) 91.7 (13.69) -0.8 (11.34) 91.0 (15.24) 0.1 (13.43) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 0, 100 -50, 33 50, 100 -33, 33 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 90.7 (13.89) -0.3 (13.38) 92.6 (12.88) 0.5 (10.90) 91.1 (13.65) -0.1 (12.83) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -50, 33 50, 100 -33, 17 33, 100 -50, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 90.5 (14.50) -1.1 (12.17) 88.9 (15.96) -3.0 (13.47) 90.1 (14.81) -1.5 (12.47) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 33, 100 -33, 17 33, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 90.6 (13.73) -0.9 (12.79) 86.5 (18.72) -4.8 (11.95) 89.9 (14.76) -1.6 (12.68) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 33, 100 -33, 17 33, 100 -33, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 91.6 (12.84) 0.4 (13.05) 84.3 (16.64) -5.6 (15.12) 90.3 (13.74) -0.6 (13.53) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 50, 100 -50, 17 50, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 91.3 (14.03) 0.6 (12.56) 82.4 (16.11) -6.9 (16.73) 89.7 (14.72) -0.7 (13.59) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 50, 100 -50, 17 50, 100 -50, 33 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 91.8 (12.98) 1.2 (12.88) 85.6 (15.26) -2.2 (12.39) 90.7 (13.53) 0.6 (12.79) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 83.3, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 50, 100 -33, 33 50, 100 -17, 17 50, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 91.7 (14.54) 1.2 (13.90) 86.7 (14.36) -1.1 (13.31) 90.8 (14.55) 0.8 (13.75) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -50, 33 67, 100 -33, 17 50, 100 -50, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 92.2 (13.06) 1.6 (11.17) 81.0 (19.46) -6.0 (16.80) 90.1 (14.95) 0.2 (12.62) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 50, 100 -33, 17 50, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 92.9 (12.25) 2.4 (11.20) 81.5 (21.15) -7.4 (22.22) 91.3 (14.16) 1.0 (13.46) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 50, 100 -50, 17 50, 100 -50, 33 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 91.7 (14.56) 1.2 (14.51) 77.8 (22.05) -11.1 (18.63) 89.7 (16.32) -0.5 (15.58) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 50, 100 -33, 33 33, 100 -50, 0 33, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 90.6 (12.87) 0.3 (13.67) 75.9 (27.78) -13.0 (27.36) 88.4 (16.42) -1.6 (16.72) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 33, 100 -67, 17 33, 100 -67, 33 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 92.0 (13.98) 1.7 (13.98) 79.2 (17.25) -8.3 (17.82) 90.2 (14.98) 0.3 (14.81) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 91.7 -25.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 33, 100 -67, 17 50, 100 -33, 17 33, 100 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 92.7 (13.11) 2.3 (13.05) 64.6 (30.13) -22.9 (30.78) 88.8 (18.83) -1.1 (18.43) 

Median 100.0 0.0 66.7 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 41.7, 91.7 -41.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 50, 100 -50, 17 17, 100 -83, 0 17, 100 -83, 17 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 91.7 (13.98) 1.3 (13.40) 77.1 (21.71) -10.4 (23.46) 89.7 (15.87) -0.3 (15.45) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 91.7 -8.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 33 33, 100 -67, 0 33, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 92.7 (13.27) 2.8 (14.31) 70.8 (27.82) -16.7 (28.17) 89.6 (17.57) 0.0 (17.98) 

Median 100.0 0.0 75.0 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 58.3, 91.7 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 50, 100 -33, 50 17, 100 -67, 17 17, 100 -67, 50 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 93.5 (10.23) 3.3 (12.48) 77.1 (12.40) -10.4 (15.27) 91.0 (11.99) 1.2 (13.68) 

Median 100.0 0.0 75.0 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 83.3 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -33, 33 67, 100 -33, 17 67, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 93.0 (10.95) 1.9 (11.90) 81.3 (24.30) -6.3 (19.80) 91.2 (14.10) 0.6 (13.46) 

Median 100.0 0.0 91.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -8.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 33 33, 100 -50, 17 33, 100 -50, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 92.8 (10.42) 1.9 (12.04) 76.7 (27.89) -13.3 (21.73) 91.2 (13.65) 0.3 (13.81) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -33, 17 33, 100 -50, 0 33, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 95.2 (8.58) 4.8 (10.90) 76.7 (19.00) -13.3 (13.94) 93.0 (11.63) 2.7 (12.56) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 83.3 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -17, 33 50, 100 -33, 0 50, 100 -33, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 95.0 (8.66) 4.5 (10.13) 83.3 (16.67) -6.7 (9.13) 93.7 (10.38) 3.2 (10.57) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -17, 33 67, 100 -17, 0 67, 100 -17, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 92.9 (10.91) 2.4 (10.02) 70.0 (21.73) -20.0 (21.73) 90.0 (14.52) -0.4 (13.86) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 50.0, 83.3 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 50, 100 -50, 0 50, 100 -50, 17 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 92.4 (11.85) 2.0 (10.83) 80.0 (21.73) -10.0 (14.91) 90.8 (13.81) 0.4 (11.94) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 50, 100 -33, 0 50, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 92.4 (11.10) 2.0 (10.83) 73.3 (19.00) -16.7 (16.67) 89.9 (13.72) -0.4 (13.13) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 83.3 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 50, 100 -33, 0 50, 100 -33, 17 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 93.9 (11.65) 3.5 (12.33) 73.3 (19.00) -16.7 (16.67) 91.2 (14.36) 0.9 (14.47) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 66.7, 83.3 -33.3, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -33, 33 50, 100 -33, 0 50, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 94.6 (9.99) 3.8 (9.34) 70.0 (21.73) -20.0 (21.73) 91.2 (14.63) 0.5 (14.08) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 50.0, 83.3 -33.3, 0.0 83.3, 100.0 0.0, 8.3 

Min, Max 67, 100 -17, 17 50, 100 -50, 0 50, 100 -50, 17 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 95.2 (8.91) 3.0 (12.05) 76.7 (19.00) -13.3 (13.94) 92.4 (12.56) 0.5 (13.49) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 66.7, 83.3 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 33 50, 100 -33, 0 50, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 94.4 (10.34) 2.5 (12.83) 80.0 (18.26) -10.0 (14.91) 92.2 (12.69) 0.5 (13.71) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 83.3, 83.3 -16.7, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 33 50, 100 -33, 0 50, 100 -33, 33 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 94.7 (9.28) 2.0 (12.10) 70.0 (24.72) -20.0 (21.73) 90.6 (15.59) -1.7 (15.99) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 83.3 -33.3, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 17 33, 100 -50, 0 33, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 94.9 (10.58) 1.4 (12.22) 63.3 (29.81) -26.7 (30.28) 89.3 (19.36) -3.6 (19.43) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 33.3, 83.3 -50.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 33 33, 100 -67, 0 33, 100 -67, 33 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 93.5 (10.94) 0.0 (12.31) 55.6 (9.62) -33.3 (16.67) 89.1 (16.29) -3.8 (16.54) 

Median 100.0 0.0 50.0 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 50.0, 66.7 -50.0, -16.7 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 50, 67 -50, -17 50, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 95.2 (9.34) 0.8 (12.33) 50.0 (16.67) -38.9 (19.25) 89.6 (18.27) -4.2 (18.55) 

Median 100.0 0.0 50.0 -50.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0 33.3, 66.7 -50.0, -16.7 83.3, 100.0 -8.3, 0.0 

Min, Max 67, 100 -33, 17 33, 67 -50, -17 33, 100 -50, 17 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 92.9 (12.44) -1.6 (15.73) 55.6 (9.62) -33.3 (16.67) 88.2 (17.36) -5.6 (18.82) 

Median 100.0 0.0 50.0 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 50.0, 66.7 -50.0, -16.7 75.0, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 33 50, 67 -50, -17 50, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4371



Protocol BGB-A317-303 Page 199 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 92.9 (12.44) -1.6 (17.40) 44.4 (25.46) -44.4 (25.46) 86.8 (21.41) -6.9 (23.01) 

Median 100.0 0.0 50.0 -50.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 16.7, 66.7 -66.7, -16.7 75.0, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 33 17, 67 -67, -17 17, 100 -67, 33 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 93.7 (9.83) -0.8 (12.33) 66.7 (0.00) -22.2 (9.62) 90.3 (12.93) -3.5 (13.88) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 66.7 -33.3, -16.7 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -33, -17 67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 93.7 (9.83) -0.8 (12.33) 66.7 (0.00) -22.2 (9.62) 90.3 (12.93) -3.5 (13.88) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 66.7, 66.7 -33.3, -16.7 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 67, 67 -33, -17 67, 100 -33, 17 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 95.2 (9.34) 0.8 (13.41) 50.0 (16.67) -38.9 (25.46) 89.6 (18.27) -4.2 (19.81) 

Median 100.0 0.0 50.0 -33.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 33.3, 66.7 -66.7, -16.7 83.3, 100.0 -16.7, 8.3 

Min, Max 67, 100 -33, 17 33, 67 -67, -17 33, 100 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 93.9 (11.40) 0.0 (13.61) 44.4 (19.25) -44.4 (25.46) 87.1 (21.16) -6.1 (21.54) 

Median 100.0 0.0 33.3 -50.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 33.3, 66.7 -66.7, -16.7 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 33, 67 -67, -17 33, 100 -67, 17 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 93.5 (12.96) 0.0 (17.15) 50.0 (16.67) -38.9 (25.46) 87.3 (20.35) -5.6 (22.57) 

Median 100.0 0.0 50.0 -33.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 33.3, 66.7 -66.7, -16.7 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 33 33, 67 -67, -17 33, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 93.5 (11.63) 0.0 (14.00) 50.0 (16.67) -38.9 (19.25) 87.3 (19.65) -5.6 (19.95) 

Median 100.0 0.0 50.0 -50.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 33.3, 66.7 -50.0, -16.7 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 33, 67 -50, -17 33, 100 -50, 17 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 94.4 (11.43) 0.9 (16.64) 50.0 (16.67) -38.9 (25.46) 88.1 (19.82) -4.8 (22.45) 

Median 100.0 0.0 50.0 -33.3 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 33.3, 66.7 -66.7, -16.7 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 33 33, 67 -67, -17 33, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 92.6 (13.06) -0.9 (15.63) 50.0 (16.67) -38.9 (19.25) 86.5 (20.15) -6.3 (20.73) 

Median 100.0 0.0 50.0 -50.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 33.3, 66.7 -50.0, -16.7 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 33, 67 -50, -17 33, 100 -50, 17 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 94.4 (11.43) 0.9 (13.37) 58.3 (11.79) -25.0 (11.79) 90.8 (15.74) -1.7 (15.20) 

Median 100.0 0.0 58.3 -25.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 50.0, 66.7 -33.3, -16.7 83.3, 100.0 -8.3, 8.3 

Min, Max 67, 100 -33, 17 50, 67 -33, -17 50, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 93.5 (11.63) 0.0 (14.00) 58.3 (11.79) -25.0 (11.79) 90.0 (15.67) -2.5 (15.56) 

Median 100.0 0.0 58.3 -25.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 50.0, 66.7 -33.3, -16.7 83.3, 100.0 -16.7, 8.3 

Min, Max 67, 100 -33, 17 50, 67 -33, -17 50, 100 -33, 17 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 92.2 (13.33) -2.0 (15.46) 50.0 (23.57) -33.3 (23.57) 87.7 (19.12) -5.3 (18.47) 

Median 100.0 0.0 50.0 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 33.3, 66.7 -50.0, -16.7 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 33, 67 -50, -17 33, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 92.2 (11.96) -2.0 (14.29) 50.0 (23.57) -33.3 (23.57) 87.7 (18.29) -5.3 (17.61) 

Median 100.0 0.0 50.0 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 33.3, 66.7 -50.0, -16.7 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 33, 67 -50, -17 33, 100 -50, 17 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 93.1 (11.87) -1.0 (14.99) 58.3 (11.79) -25.0 (11.79) 89.5 (15.92) -3.5 (16.27) 

Median 100.0 0.0 58.3 -25.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 50.0, 66.7 -33.3, -16.7 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 50, 67 -33, -17 50, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 91.1 (13.90) -2.2 (17.67) 50.0 (23.57) -33.3 (23.57) 86.3 (19.75) -5.9 (20.36) 

Median 100.0 0.0 50.0 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 16.7 33.3, 66.7 -50.0, -16.7 83.3, 100.0 -16.7, 0.0 

Min, Max 50, 100 -50, 17 33, 67 -50, -17 33, 100 -50, 17 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 93.3 (10.54) 0.0 (14.09) 41.7 (35.36) -41.7 (35.36) 87.3 (21.67) -4.9 (21.05) 

Median 100.0 0.0 41.7 -41.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 16.7, 66.7 -66.7, -16.7 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 17, 67 -67, -17 17, 100 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 92.2 (10.67) -1.1 (13.31) 41.7 (35.36) -41.7 (35.36) 86.3 (21.44) -5.9 (20.36) 

Median 100.0 0.0 41.7 -41.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 16.7, 66.7 -66.7, -16.7 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 17, 67 -67, -17 17, 100 -67, 17 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 93.3 (10.54) 0.0 (14.09) 41.7 (35.36) -41.7 (35.36) 87.3 (21.67) -4.9 (21.05) 

Median 100.0 0.0 41.7 -41.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 16.7, 66.7 -66.7, -16.7 83.3, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 17, 67 -67, -17 17, 100 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 92.9 (12.60) 0.0 (16.01) 41.7 (35.36) -41.7 (35.36) 86.5 (22.95) -5.2 (22.54) 

Median 100.0 0.0 41.7 -41.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 16.7, 66.7 -66.7, -16.7 75.0, 100.0 -8.3, 8.3 

Min, Max 67, 100 -33, 17 17, 67 -67, -17 17, 100 -67, 17 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 89.7 (14.50) -2.6 (16.45) 50.0 (23.57) -33.3 (23.57) 84.4 (20.38) -6.7 (19.72) 

Median 100.0 0.0 50.0 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 0.0 33.3, 66.7 -50.0, -16.7 66.7, 100.0 -16.7, 0.0 

Min, Max 67, 100 -33, 17 33, 67 -50, -17 33, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 92.3 (12.94) 0.0 (16.67) 66.7 (47.14) -16.7 (47.14) 88.9 (19.59) -2.2 (20.77) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 33.3, 100.0 -50.0, 16.7 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -33, 17 33, 100 -50, 17 33, 100 -50, 17 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 93.6 (12.80) 1.3 (18.59) 83.3 (NE) 0.0 (NE) 92.9 (12.60) 1.2 (17.86) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 83.3, 83.3 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -33, 33 83, 83 0, 0 67, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 93.1 (13.22) 0.0 (17.41) 91.7 (11.79) 8.3 (11.79) 92.9 (12.60) 1.2 (16.62) 

Median 100.0 0.0 91.7 8.3 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 16.7 83.3, 100.0 0.0, 16.7 83.3, 100.0 0.0, 16.7 

Min, Max 67, 100 -33, 17 83, 100 0, 17 67, 100 -33, 17 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 94.4 (10.86) 1.4 (16.60) 58.3 (35.36) -25.0 (35.36) 89.3 (19.18) -2.4 (20.52) 

Median 100.0 0.0 58.3 -25.0 100.0 0.0 

Q1, Q3 91.7, 100.0 0.0, 8.3 33.3, 83.3 -50.0, 0.0 83.3, 100.0 0.0, 0.0 

Min, Max 67, 100 -33, 33 33, 83 -50, 0 33, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 90.0 (14.05) -1.7 (18.34) 50.0 (23.57) -33.3 (23.57) 83.3 (21.32) -6.9 (21.86) 

Median 100.0 0.0 50.0 -33.3 91.7 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 33.3, 66.7 -50.0, -16.7 66.7, 100.0 -25.0, 8.3 

Min, Max 67, 100 -33, 17 33, 67 -50, -17 33, 100 -50, 17 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 92.6 (14.70) 0.0 (22.05) 66.7 (23.57) -16.7 (23.57) 87.9 (18.40) -3.0 (22.13) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 50.0, 83.3 -33.3, 0.0 66.7, 100.0 -33.3, 16.7 

Min, Max 67, 100 -33, 33 50, 83 -33, 0 50, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 89.6 (15.27) -4.2 (19.42) 16.7 (NE) -66.7 (NE) 81.5 (28.19) -11.1 (27.64) 

Median 100.0 0.0 16.7 -66.7 100.0 0.0 

Q1, Q3 75.0, 100.0 -16.7, 8.3 16.7, 16.7 -66.7, -66.7 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 17 17, 17 -67, -67 17, 100 -67, 17 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 90.5 (16.27) -2.4 (24.40) 16.7 (NE) -66.7 (NE) 81.3 (30.13) -10.4 (32.04) 

Median 100.0 0.0 16.7 -66.7 100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 16.7 16.7, 16.7 -66.7, -66.7 66.7, 100.0 -33.3, 8.3 

Min, Max 67, 100 -33, 33 17, 17 -67, -67 17, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 88.9 (17.21) -2.8 (26.70) 16.7 (NE) -66.7 (NE) 78.6 (31.50) -11.9 (34.31) 

Median 100.0 0.0 16.7 -66.7 100.0 0.0 

Q1, Q3 66.7, 100.0 -33.3, 16.7 16.7, 16.7 -66.7, -66.7 66.7, 100.0 -33.3, 16.7 

Min, Max 67, 100 -33, 33 17, 17 -67, -67 17, 100 -67, 33 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 86.1 (16.39) -5.6 (22.77) 16.7 (NE) -66.7 (NE) 76.2 (30.21) -14.3 (31.07) 

Median 91.7 0.0 16.7 -66.7 83.3 0.0 

Q1, Q3 66.7, 100.0 -33.3, 16.7 16.7, 16.7 -66.7, -66.7 66.7, 100.0 -33.3, 16.7 

Min, Max 67, 100 -33, 17 17, 17 -67, -67 17, 100 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 86.1 (16.39) -5.6 (22.77) 66.7 (NE) -16.7 (NE) 83.3 (16.67) -7.1 (21.21) 

Median 91.7 0.0 66.7 -16.7 83.3 0.0 

Q1, Q3 66.7, 100.0 -33.3, 16.7 66.7, 66.7 -16.7, -16.7 66.7, 100.0 -33.3, 16.7 

Min, Max 67, 100 -33, 17 67, 67 -17, -17 67, 100 -33, 17 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 83.3 (14.91) -8.3 (20.41) 0.0 (NE) -83.3 (NE) 71.4 (34.31) -19.0 (33.92) 

Median 83.3 0.0 0.0 -83.3 83.3 0.0 

Q1, Q3 66.7, 100.0 -33.3, 0.0 0.0, 0.0 -83.3, -83.3 66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 17 0, 0 -83, -83 0, 100 -83, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 86.1 (16.39) -5.6 (22.77) 33.3 (NE) -50.0 (NE) 78.6 (24.93) -11.9 (26.73) 

Median 91.7 0.0 33.3 -50.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -33.3, 16.7 33.3, 33.3 -50.0, -50.0 66.7, 100.0 -33.3, 16.7 

Min, Max 67, 100 -33, 17 33, 33 -50, -50 33, 100 -50, 17 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 83.3 (16.67) -6.7 (25.28) 16.7 (NE) -66.7 (NE) 72.2 (31.03) -16.7 (33.33) 

Median 83.3 0.0 16.7 -66.7 75.0 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 16.7 16.7, 16.7 -66.7, -66.7 66.7, 100.0 -33.3, 16.7 

Min, Max 67, 100 -33, 17 17, 17 -67, -67 17, 100 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 79.2 (15.96) -12.5 (25.00)   79.2 (15.96) -12.5 (25.00) 

Median 75.0 -16.7   75.0 -16.7 

Q1, Q3 66.7, 91.7 -33.3, 8.3   66.7, 91.7 -33.3, 8.3 

Min, Max 67, 100 -33, 17   67, 100 -33, 17 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 83.3 (16.67) -5.6 (25.46)   83.3 (16.67) -5.6 (25.46) 

Median 83.3 0.0   83.3 0.0 

Q1, Q3 66.7, 100.0 -33.3, 16.7   66.7, 100.0 -33.3, 16.7 

Min, Max 67, 100 -33, 17   67, 100 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 83.3 (23.57) -16.7 (23.57)   83.3 (23.57) -16.7 (23.57) 

Median 83.3 -16.7   83.3 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 83.3 (23.57) -16.7 (23.57)   83.3 (23.57) -16.7 (23.57) 

Median 83.3 -16.7   83.3 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 83.3 (23.57) -16.7 (23.57)   83.3 (23.57) -16.7 (23.57) 

Median 83.3 -16.7   83.3 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 83.3 (23.57) -16.7 (23.57)   83.3 (23.57) -16.7 (23.57) 

Median 83.3 -16.7   83.3 -16.7 

Q1, Q3 66.7, 100.0 -33.3, 0.0   66.7, 100.0 -33.3, 0.0 

Min, Max 67, 100 -33, 0   67, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 0.0 (NE)   100.0 (NE) 0.0 (NE) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 0.0   100.0, 100.0 0.0, 0.0 

Min, Max 100, 100 0, 0   100, 100 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4397



Protocol BGB-A317-303 Page 225 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Cognitive Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 86.8 (18.22) -4.3 (16.66) 85.0 (19.28) -7.1 (16.68) 86.2 (18.56) -5.3 (16.68) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 66.7, 100.0 -16.7, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 17, 100 -67, 33 0, 100 -67, 17 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 82.1 (19.70)  79.9 (20.40)  81.4 (19.92)  

Median 83.3  83.3  83.3  

Q1, Q3 66.7, 100.0  66.7, 100.0  66.7, 100.0  

Min, Max 17, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 83.5 (21.27) 0.8 (17.61) 78.4 (23.25) -2.2 (19.67) 82.0 (21.97) -0.1 (18.27) 

Median 100.0 0.0 83.3 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -67, 83 0, 100 -83, 33 0, 100 -83, 83 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 82.5 (22.97) -0.6 (20.68) 82.1 (19.52) 0.0 (20.06) 82.4 (22.00) -0.4 (20.46) 

Median 100.0 0.0 83.3 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 -16.7, 16.7 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -100, 83 33, 100 -67, 33 0, 100 -100, 83 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 84.9 (20.62) 1.4 (20.88) 84.8 (21.81) 1.9 (18.05) 84.9 (20.86) 1.5 (20.16) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 0.0 66.7, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -67, 83 17, 100 -50, 33 0, 100 -67, 83 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 83.7 (21.15) -0.4 (20.83) 84.3 (19.50) 0.5 (21.26) 83.9 (20.73) -0.2 (20.86) 

Median 83.3 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 

Min, Max 0, 100 -67, 83 50, 100 -50, 50 0, 100 -67, 83 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 85.2 (19.47) -0.2 (20.02) 78.3 (24.82) -4.0 (22.45) 83.6 (20.97) -1.1 (20.60) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 17, 100 -67, 67 17, 100 -67, 33 17, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 86.0 (20.20) 0.9 (18.99) 77.0 (23.85) -4.0 (21.67) 84.3 (21.09) 0.0 (19.50) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -67, 50 17, 100 -50, 33 0, 100 -67, 50 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 86.1 (19.66) 1.3 (19.01) 66.7 (30.25) -14.8 (35.19) 82.9 (22.83) -1.4 (23.13) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 50.0, 100.0 -33.3, 16.7 66.7, 100.0 0.0, 16.7 

Min, Max 17, 100 -67, 50 0, 100 -83, 33 0, 100 -83, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 87.5 (19.58) 2.3 (20.33) 72.5 (15.52) -9.8 (23.61) 84.9 (19.70) 0.2 (21.31) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 8.3 66.7, 83.3 -33.3, 0.0 66.7, 100.0 0.0, 0.0 

Min, Max 0, 100 -50, 67 50, 100 -33, 50 0, 100 -50, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 87.4 (19.05) 2.9 (21.19) 67.8 (27.79) -14.4 (31.41) 83.9 (22.02) -0.2 (24.06) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 50.0, 100.0 -33.3, 0.0 66.7, 100.0 0.0, 8.3 

Min, Max 0, 100 -50, 67 0, 100 -67, 50 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 86.8 (18.79) 2.5 (21.41) 74.4 (23.46) -7.8 (25.87) 84.5 (20.13) 0.6 (22.46) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 75.0, 100.0 0.0, 16.7 50.0, 100.0 -33.3, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 67 33, 100 -50, 50 0, 100 -50, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 89.5 (18.90) 5.1 (20.38) 60.7 (31.08) -20.2 (35.91) 84.2 (24.17) 0.4 (25.67) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 33.3, 100.0 -50.0, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 67 17, 100 -83, 33 0, 100 -83, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 88.4 (19.57) 4.5 (23.68) 66.7 (30.05) -11.1 (40.82) 85.4 (22.34) 2.3 (26.82) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 50.0, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 67 17, 100 -83, 50 0, 100 -83, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 84.8 (20.91) 0.9 (23.23) 61.1 (30.05) -16.7 (43.30) 81.5 (23.59) -1.5 (27.12) 

Median 100.0 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -8.3, 16.7 50.0, 83.3 -16.7, 0.0 66.7, 100.0 -16.7, 16.7 

Min, Max 0, 100 -67, 67 0, 100 -100, 50 0, 100 -100, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 84.9 (21.50) 0.6 (22.87) 64.8 (28.19) -13.0 (34.13) 82.0 (23.43) -1.3 (24.94) 

Median 100.0 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -16.7, 16.7 50.0, 83.3 -16.7, 0.0 66.7, 100.0 -16.7, 16.7 

Min, Max 0, 100 -83, 67 17, 100 -83, 33 0, 100 -83, 67 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 87.0 (20.28) 2.7 (22.68) 68.8 (30.13) -10.4 (40.76) 84.5 (22.48) 0.9 (25.82) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 50.0, 100.0 -33.3, 8.3 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -67, 67 17, 100 -83, 50 0, 100 -83, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 86.3 (20.94) 2.0 (23.24) 64.6 (30.13) -14.6 (42.20) 83.3 (23.36) -0.3 (26.76) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 41.7, 91.7 -41.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -67, 67 17, 100 -83, 50 0, 100 -83, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 85.7 (20.76) 1.3 (23.04) 75.0 (25.20) -4.2 (23.15) 84.2 (21.50) 0.6 (22.93) 

Median 100.0 0.0 75.0 0.0 91.7 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 58.3, 100.0 -8.3, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -67, 67 33, 100 -50, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 86.8 (20.62) 2.4 (22.28) 68.8 (27.37) -10.4 (37.73) 84.2 (22.34) 0.6 (25.02) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 58.3, 91.7 -25.0, 0.0 66.7, 100.0 -8.3, 16.7 

Min, Max 0, 100 -50, 67 17, 100 -83, 50 0, 100 -83, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 89.9 (18.08) 5.8 (20.25) 70.8 (21.36) -8.3 (37.80) 87.0 (19.60) 3.7 (23.72) 

Median 100.0 0.0 66.7 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 83.3 -25.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 67 33, 100 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 88.1 (17.99) 3.0 (17.51) 77.1 (19.80) -2.1 (24.30) 86.5 (18.51) 2.2 (18.50) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 50 50, 100 -33, 50 0, 100 -50, 50 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 88.6 (18.25) 3.8 (18.97) 76.7 (22.36) -13.3 (21.73) 87.4 (18.80) 2.0 (19.73) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 50 50, 100 -50, 0 0, 100 -50, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 88.2 (19.72) 2.2 (18.25) 73.3 (19.00) -16.7 (20.41) 86.4 (20.01) 0.0 (19.25) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 83.3 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 50, 100 -50, 0 0, 100 -50, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 88.3 (19.98) 2.7 (18.64) 86.7 (18.26) -3.3 (7.45) 88.1 (19.58) 2.0 (17.73) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -17, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 87.6 (20.75) 1.9 (18.86) 76.7 (22.36) -13.3 (21.73) 86.3 (20.98) 0.0 (19.61) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 75.0, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 50, 100 -50, 0 0, 100 -50, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 88.4 (20.19) 3.0 (19.30) 86.7 (18.26) -3.3 (7.45) 88.2 (19.72) 2.2 (18.25) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -17, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 86.9 (21.15) 1.5 (20.14) 80.0 (18.26) -10.0 (14.91) 86.0 (20.70) 0.0 (19.76) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -16.7, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -33, 0 0, 100 -50, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 88.4 (21.03) 3.0 (20.60) 80.0 (18.26) -10.0 (14.91) 87.3 (20.66) 1.3 (20.28) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 50 67, 100 -33, 0 0, 100 -50, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 86.0 (21.98) 1.6 (21.24) 76.7 (22.36) -13.3 (21.73) 84.7 (21.96) -0.5 (21.63) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 50, 100 -50, 0 0, 100 -50, 33 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 84.5 (23.10) 0.0 (20.29) 80.0 (18.26) -10.0 (14.91) 83.8 (22.24) -1.5 (19.70) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -33, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 86.4 (23.13) 1.9 (20.84) 83.3 (16.67) -6.7 (9.13) 85.9 (22.04) 0.5 (19.62) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -17, 0 0, 100 -50, 33 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 85.3 (24.68) 0.0 (20.97) 73.3 (27.89) -16.7 (28.87) 83.3 (25.14) -2.8 (22.78) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 66.7, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 33, 100 -67, 0 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 88.4 (22.72) 2.2 (18.33) 70.0 (24.72) -20.0 (27.39) 85.1 (23.72) -1.8 (21.44) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 83.3 -16.7, 0.0 75.0, 100.0 0.0, 8.3 

Min, Max 0, 100 -50, 33 33, 100 -67, 0 0, 100 -67, 33 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 87.0 (24.08) 0.7 (19.12) 72.2 (9.62) -16.7 (16.67) 85.3 (23.25) -1.3 (19.39) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 83.3 -33.3, 0.0 66.7, 100.0 -16.7, 16.7 

Min, Max 0, 100 -50, 33 67, 83 -33, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 88.1 (23.06) 3.2 (17.97) 61.1 (9.62) -27.8 (25.46) 84.7 (23.53) -0.7 (21.13) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 50.0, 66.7 -50.0, 0.0 75.0, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 50, 67 -50, 0 0, 100 -50, 33 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 89.7 (22.65) 4.8 (18.37) 77.8 (19.25) -11.1 (19.25) 88.2 (22.24) 2.8 (18.82) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -33, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 88.9 (24.34) 4.0 (21.02) 88.9 (19.25) 0.0 (0.00) 88.9 (23.40) 3.5 (19.65) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 50 67, 100 0, 0 0, 100 -50, 50 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 87.3 (25.77) 2.4 (22.54) 66.7 (0.00) -22.2 (19.25) 84.7 (25.02) -0.7 (23.30) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 66.7 -33.3, 0.0 66.7, 100.0 -8.3, 16.7 

Min, Max 0, 100 -50, 33 67, 67 -33, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 88.1 (24.23) 3.2 (17.97) 66.7 (0.00) -22.2 (19.25) 85.4 (23.73) 0.0 (19.66) 

Median 100.0 0.0 66.7 -33.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 66.7 -33.3, 0.0 75.0, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 67 -33, 0 0, 100 -50, 33 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 86.5 (25.61) 1.6 (22.30) 66.7 (16.67) -22.2 (25.46) 84.0 (25.29) -1.4 (23.53) 

Median 100.0 0.0 66.7 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 50.0, 83.3 -50.0, 0.0 75.0, 100.0 -8.3, 16.7 

Min, Max 0, 100 -50, 33 50, 83 -50, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 88.6 (25.49) 5.3 (18.47) 77.8 (19.25) -11.1 (19.25) 87.1 (24.63) 3.0 (18.99) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -33, 0 0, 100 -50, 33 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 88.9 (24.92) 5.6 (18.08) 72.2 (25.46) -16.7 (28.87) 86.5 (25.07) 2.4 (20.61) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 50.0, 100.0 -50.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 50, 100 -50, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 88.9 (26.20) 5.6 (18.96) 77.8 (19.25) -11.1 (19.25) 87.3 (25.22) 3.2 (19.45) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 66.7, 100.0 -33.3, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -33, 0 0, 100 -50, 33 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 87.0 (25.92) 3.7 (19.43) 61.1 (41.94) -27.8 (48.11) 83.3 (28.87) -0.8 (26.07) 

Median 100.0 0.0 66.7 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 16.7, 100.0 -83.3, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 17, 100 -83, 0 0, 100 -83, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 87.0 (25.92) 3.7 (19.43) 83.3 (16.67) -5.6 (9.62) 86.5 (24.51) 2.4 (18.47) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 -17, 0 0, 100 -50, 33 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 88.9 (24.25) 5.6 (18.96) 83.3 (23.57) 0.0 (0.00) 88.3 (23.63) 5.0 (18.02) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 0, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 88.9 (26.20) 5.6 (23.57) 83.3 (23.57) 0.0 (0.00) 88.3 (25.42) 5.0 (22.36) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 100.0, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 91.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 50 67, 100 0, 0 0, 100 -50, 50 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 86.3 (26.51) 3.9 (20.01) 83.3 (23.57) 0.0 (0.00) 86.0 (25.62) 3.5 (18.90) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 0, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 87.3 (26.70) 4.9 (19.33) 83.3 (23.57) 0.0 (0.00) 86.8 (25.81) 4.4 (18.29) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 0, 0 0, 100 -50, 33 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 87.3 (26.70) 4.9 (20.21) 83.3 (23.57) 0.0 (0.00) 86.8 (25.81) 4.4 (19.12) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 0, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 85.6 (29.46) 3.3 (22.00) 75.0 (11.79) -8.3 (11.79) 84.3 (27.93) 2.0 (21.15) 

Median 100.0 0.0 75.0 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 83.3 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 83 -17, 0 0, 100 -50, 33 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 84.4 (27.79) 2.2 (19.79) 83.3 (23.57) 0.0 (0.00) 84.3 (26.66) 2.0 (18.52) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 0, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 85.6 (28.08) 3.3 (19.11) 83.3 (23.57) 0.0 (0.00) 85.3 (26.93) 2.9 (17.91) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 0, 0 0, 100 -50, 33 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 84.4 (27.79) 2.2 (19.79) 83.3 (23.57) 0.0 (0.00) 84.3 (26.66) 2.0 (18.52) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 33 67, 100 0, 0 0, 100 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 86.9 (27.09) 3.6 (17.52) 75.0 (11.79) -8.3 (11.79) 85.4 (25.73) 2.1 (17.08) 

Median 100.0 0.0 75.0 -8.3 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 83.3 -16.7, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 17 67, 83 -17, 0 0, 100 -50, 17 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 85.9 (27.93) 1.3 (18.59) 83.3 (23.57) 0.0 (0.00) 85.6 (26.63) 1.1 (17.21) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 17 67, 100 0, 0 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 83.3 (29.66) -1.3 (18.59) 83.3 (23.57) 0.0 (0.00) 83.3 (28.17) -1.1 (17.21) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 17 67, 100 0, 0 0, 100 -50, 17 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 83.3 (29.66) -1.3 (18.59) 83.3 (NE) 16.7 (NE) 83.3 (28.50) 0.0 (18.49) 

Median 100.0 0.0 83.3 16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 83.3, 83.3 16.7, 16.7 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 17 83, 83 17, 17 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 81.9 (30.53) -1.4 (19.41) 100.0 (0.00) 16.7 (23.57) 84.5 (28.84) 1.2 (20.11) 

Median 100.0 0.0 100.0 16.7 100.0 0.0 

Q1, Q3 75.0, 100.0 -8.3, 16.7 100.0, 100.0 0.0, 33.3 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 17 100, 100 0, 33 0, 100 -50, 33 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 81.9 (30.53) -1.4 (19.41) 91.7 (11.79) 8.3 (11.79) 83.3 (28.50) 0.0 (18.49) 

Median 100.0 0.0 91.7 8.3 100.0 0.0 

Q1, Q3 75.0, 100.0 -8.3, 16.7 83.3, 100.0 0.0, 16.7 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 17 83, 100 0, 17 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 78.3 (32.44) -3.3 (20.49) 83.3 (23.57) 0.0 (0.00) 79.2 (30.26) -2.8 (18.58) 

Median 91.7 0.0 83.3 0.0 91.7 0.0 

Q1, Q3 66.7, 100.0 -16.7, 16.7 66.7, 100.0 0.0, 0.0 66.7, 100.0 -8.3, 8.3 

Min, Max 0, 100 -50, 17 67, 100 0, 0 0, 100 -50, 17 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 81.5 (32.75) -1.9 (21.15) 83.3 (23.57) 0.0 (0.00) 81.8 (30.23) -1.5 (18.94) 

Median 100.0 0.0 83.3 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 0.0, 16.7 66.7, 100.0 0.0, 0.0 66.7, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 17 67, 100 0, 0 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 81.3 (35.00) -2.1 (22.60) 100.0 (NE) 0.0 (NE) 83.3 (33.33) -1.9 (21.15) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 75.0, 100.0 -8.3, 16.7 100.0, 100.0 0.0, 0.0 83.3, 100.0 0.0, 16.7 

Min, Max 0, 100 -50, 17 100, 100 0, 0 0, 100 -50, 17 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 78.6 (39.34) -9.5 (28.64) 100.0 (NE) 0.0 (NE) 81.3 (37.20) -8.3 (26.73) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 50.0, 100.0 -50.0, 16.7 100.0, 100.0 0.0, 0.0 75.0, 100.0 -25.0, 8.3 

Min, Max 0, 100 -50, 17 100, 100 0, 0 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 80.6 (40.02) -8.3 (22.97) 100.0 (NE) 0.0 (NE) 83.3 (37.27) -7.1 (21.21) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 100.0, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 0, 100 -50, 17 100, 100 0, 0 0, 100 -50, 17 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 80.6 (40.02) -8.3 (22.97) 83.3 (NE) -16.7 (NE) 81.0 (36.55) -9.5 (21.21) 

Median 100.0 0.0 83.3 -16.7 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 83.3, 83.3 -16.7, -16.7 83.3, 100.0 -16.7, 0.0 

Min, Max 0, 100 -50, 17 83, 83 -17, -17 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 80.6 (40.02) -8.3 (22.97) 100.0 (NE) 0.0 (NE) 83.3 (37.27) -7.1 (21.21) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 100.0, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 0, 100 -50, 17 100, 100 0, 0 0, 100 -50, 17 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 80.6 (40.02) -8.3 (22.97) 100.0 (NE) 0.0 (NE) 83.3 (37.27) -7.1 (21.21) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 100.0, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 0, 100 -50, 17 100, 100 0, 0 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 80.6 (40.02) -8.3 (22.97) 100.0 (NE) 0.0 (NE) 83.3 (37.27) -7.1 (21.21) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 100.0, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 0, 100 -50, 17 100, 100 0, 0 0, 100 -50, 17 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 76.7 (43.46) -10.0 (25.28) 100.0 (NE) 0.0 (NE) 80.6 (40.02) -8.3 (22.97) 

Median 100.0 0.0 100.0 0.0 100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 0.0 100.0, 100.0 0.0, 0.0 83.3, 100.0 -16.7, 0.0 

Min, Max 0, 100 -50, 17 100, 100 0, 0 0, 100 -50, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4433



Protocol BGB-A317-303 Page 261 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 70.8 (47.87) -12.5 (28.46)   70.8 (47.87) -12.5 (28.46) 

Median 91.7 -8.3   91.7 -8.3 

Q1, Q3 41.7, 100.0 -33.3, 8.3   41.7, 100.0 -33.3, 8.3 

Min, Max 0, 100 -50, 17   0, 100 -50, 17 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 94.4 (9.62) 0.0 (16.67)   94.4 (9.62) 0.0 (16.67) 

Median 100.0 0.0   100.0 0.0 

Q1, Q3 83.3, 100.0 -16.7, 16.7   83.3, 100.0 -16.7, 16.7 

Min, Max 83, 100 -17, 17   83, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 100.0 (0.00) 8.3 (11.79)   100.0 (0.00) 8.3 (11.79) 

Median 100.0 8.3   100.0 8.3 

Q1, Q3 100.0, 100.0 0.0, 16.7   100.0, 100.0 0.0, 16.7 

Min, Max 100, 100 0, 17   100, 100 0, 17 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 91.7 (11.79) 0.0 (23.57)   91.7 (11.79) 0.0 (23.57) 

Median 91.7 0.0   91.7 0.0 

Q1, Q3 83.3, 100.0 -16.7, 16.7   83.3, 100.0 -16.7, 16.7 

Min, Max 83, 100 -17, 17   83, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 91.7 (11.79) 0.0 (23.57)   91.7 (11.79) 0.0 (23.57) 

Median 91.7 0.0   91.7 0.0 

Q1, Q3 83.3, 100.0 -16.7, 16.7   83.3, 100.0 -16.7, 16.7 

Min, Max 83, 100 -17, 17   83, 100 -17, 17 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 91.7 (11.79) 0.0 (23.57)   91.7 (11.79) 0.0 (23.57) 

Median 91.7 0.0   91.7 0.0 

Q1, Q3 83.3, 100.0 -16.7, 16.7   83.3, 100.0 -16.7, 16.7 

Min, Max 83, 100 -17, 17   83, 100 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 100.0 (NE) 16.7 (NE)   100.0 (NE) 16.7 (NE) 

Median 100.0 16.7   100.0 16.7 

Q1, Q3 100.0, 100.0 16.7, 16.7   100.0, 100.0 16.7, 16.7 

Min, Max 100, 100 17, 17   100, 100 17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Social Functioning 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 79.1 (23.28) -3.3 (21.72) 70.2 (25.52) -8.3 (26.12) 76.1 (24.38) -5.0 (23.37) 

Median 83.3 0.0 66.7 0.0 83.3 0.0 

Q1, Q3 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -16.7, 0.0 66.7, 100.0 -16.7, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -100, 50 0, 100 -100, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 22.1 (18.15)  20.3 (17.57)  21.5 (17.96)  

Median 22.2  22.2  22.2  

Q1, Q3 11.1, 33.3  11.1, 33.3  11.1, 33.3  

Min, Max 0, 89  0, 89  0, 89  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 22.2 (18.61) 0.9 (14.58) 20.4 (19.35) 1.6 (14.85) 21.7 (18.82) 1.1 (14.64) 

Median 22.2 0.0 22.2 0.0 22.2 0.0 

Q1, Q3 11.1, 33.3 -11.1, 11.1 0.0, 33.3 0.0, 11.1 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 100 -56, 44 0, 78 -33, 67 0, 100 -56, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 21.4 (19.61) 0.3 (16.13) 21.9 (18.44) 3.0 (17.12) 21.5 (19.25) 1.1 (16.43) 

Median 22.2 0.0 22.2 0.0 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 11.1 11.1, 33.3 0.0, 11.1 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 100 -44, 44 0, 78 -44, 67 0, 100 -44, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 19.4 (17.34) -1.8 (15.21) 15.7 (15.40) -2.0 (15.94) 18.5 (16.91) -1.8 (15.35) 

Median 22.2 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 0.0, 27.8 -11.1, 5.6 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 78 -44, 56 0, 56 -44, 33 0, 78 -44, 56 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 19.9 (17.57) -1.1 (15.35) 17.6 (17.08) 0.9 (16.24) 19.3 (17.43) -0.6 (15.52) 

Median 22.2 0.0 11.1 0.0 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 5.6 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 78 -44, 67 0, 78 -33, 33 0, 78 -44, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 18.4 (17.14) -2.1 (15.50) 15.8 (14.97) -2.0 (17.67) 17.8 (16.64) -2.1 (15.97) 

Median 22.2 0.0 11.1 0.0 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 0.0, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 78 -44, 44 0, 56 -33, 33 0, 78 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 16.5 (16.52) -4.0 (15.27) 23.3 (16.82) 2.1 (20.07) 17.8 (16.70) -2.9 (16.33) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 67 -44, 33 0, 56 -44, 44 0, 67 -44, 44 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 17.0 (19.90) -4.2 (18.39) 21.6 (19.98) -0.6 (22.38) 17.8 (19.89) -3.6 (19.05) 

Median 11.1 0.0 22.2 -11.1 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 0.0, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 78 -44, 56 0, 56 -33, 44 0, 78 -44, 56 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 15.7 (17.38) -4.2 (15.75) 24.8 (22.41) 3.3 (27.99) 17.3 (18.56) -2.9 (18.51) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 27.8 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 67 -44, 33 0, 78 -44, 67 0, 78 -44, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 15.8 (16.66) -4.2 (15.02) 23.0 (22.41) -0.7 (25.71) 17.1 (17.88) -3.6 (17.26) 

Median 11.1 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -22.2, 0.0 0.0, 27.8 -11.1, 0.0 

Min, Max 0, 67 -44, 33 0, 78 -33, 67 0, 78 -44, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 14.5 (17.62) -5.7 (15.18) 25.2 (25.01) 1.5 (28.44) 16.5 (19.43) -4.4 (18.28) 

Median 11.1 0.0 33.3 0.0 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 0.0, 33.3 -11.1, 22.2 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 67 -56, 33 0, 78 -44, 67 0, 78 -56, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 15.2 (17.45) -5.7 (15.29) 27.8 (27.13) 4.8 (25.31) 17.5 (19.98) -3.8 (17.83) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 27.8 -11.1, 0.0 

Min, Max 0, 67 -56, 33 0, 89 -22, 78 0, 89 -56, 78 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 15.9 (17.45) -5.4 (16.95) 28.4 (28.93) 9.9 (30.15) 17.6 (19.63) -3.2 (19.71) 

Median 11.1 -5.6 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 67 -44, 44 0, 89 -22, 78 0, 89 -44, 78 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 15.9 (17.45) -5.4 (16.14) 28.4 (34.74) 9.9 (35.33) 17.6 (20.78) -3.2 (20.20) 

Median 11.1 -5.6 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 0.0, 33.3 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 67 -44, 56 0, 100 -22, 89 0, 100 -44, 89 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 16.6 (18.70) -5.2 (17.92) 25.9 (26.64) 7.4 (27.22) 17.9 (20.05) -3.4 (19.77) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 0.0, 33.3 -11.1, 22.2 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 67 -44, 56 0, 67 -22, 56 0, 67 -44, 56 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 13.8 (17.18) -7.8 (14.76) 27.8 (27.86) 6.9 (29.06) 15.7 (19.31) -5.7 (17.81) 

Median 5.6 -11.1 22.2 0.0 11.1 -11.1 

Q1, Q3 0.0, 22.2 -11.1, 0.0 5.6, 44.4 -11.1, 16.7 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 56 -44, 44 0, 78 -22, 67 0, 78 -44, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 14.2 (16.80) -7.3 (17.19) 31.9 (27.50) 11.1 (30.86) 16.7 (19.33) -4.8 (20.30) 

Median 11.1 0.0 27.8 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 50.0 -11.1, 33.3 0.0, 33.3 -22.2, 0.0 

Min, Max 0, 67 -44, 56 0, 78 -22, 67 0, 78 -44, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 14.0 (16.00) -7.6 (17.60) 25.0 (28.94) 4.2 (31.95) 15.5 (18.37) -5.9 (20.20) 

Median 11.1 0.0 16.7 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 5.6, 33.3 -16.7, 5.6 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 67 -44, 56 0, 89 -22, 78 0, 89 -44, 78 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 13.9 (18.69) -7.6 (19.74) 29.2 (29.66) 8.3 (31.29) 16.1 (20.97) -5.4 (22.12) 

Median 0.0 -11.1 22.2 -5.6 11.1 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 5.6, 50.0 -11.1, 27.8 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 78 -56, 56 0, 78 -22, 67 0, 78 -56, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 11.1 (14.81) -9.2 (17.58) 23.6 (20.95) 2.8 (21.21) 13.0 (16.26) -7.4 (18.44) 

Median 0.0 -5.6 22.2 -5.6 11.1 -5.6 

Q1, Q3 0.0, 22.2 -22.2, 0.0 5.6, 38.9 -11.1, 22.2 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 67 -67, 22 0, 56 -22, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 11.9 (15.06) -7.9 (16.69) 22.2 (25.20) 1.4 (28.75) 13.4 (17.07) -6.5 (18.93) 

Median 0.0 0.0 16.7 -5.6 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 5.6, 27.8 -16.7, 5.6 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 56 -56, 22 0, 78 -22, 67 0, 78 -56, 67 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 13.9 (16.97) -5.8 (19.24) 22.2 (15.71) 6.7 (16.85) 14.7 (16.88) -4.5 (19.23) 

Median 5.6 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 27.8 -22.2, 11.1 11.1, 33.3 0.0, 11.1 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 67 -56, 44 11, 44 -11, 33 0, 67 -56, 44 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 10.8 (15.17) -9.1 (19.82) 24.4 (26.53) 8.9 (27.67) 12.4 (17.01) -7.0 (21.28) 

Median 0.0 -11.1 11.1 0.0 0.0 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 22.2 -22.2, 11.1 

Min, Max 0, 56 -67, 33 0, 67 -11, 56 0, 67 -67, 56 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 12.9 (18.43) -6.9 (21.97) 22.2 (11.11) 6.7 (12.67) 14.0 (17.88) -5.3 (21.43) 

Median 0.0 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 0.0, 11.1 0.0, 22.2 -22.2, 11.1 

Min, Max 0, 78 -56, 56 11, 33 -11, 22 0, 78 -56, 56 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 9.5 (15.04) -9.8 (18.63) 22.2 (15.71) 6.7 (16.85) 11.1 (15.51) -7.8 (19.03) 

Median 0.0 -11.1 11.1 0.0 0.0 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 0.0, 11.1 0.0, 22.2 -22.2, 5.6 

Min, Max 0, 56 -67, 11 11, 44 -11, 33 0, 56 -67, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 11.8 (15.94) -8.1 (19.89) 22.2 (15.71) 6.7 (16.85) 13.2 (16.10) -6.1 (19.96) 

Median 0.0 0.0 11.1 0.0 5.6 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 0.0, 11.1 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 56 -67, 22 11, 44 -11, 33 0, 56 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 11.1 (15.96) -8.8 (15.15) 28.9 (25.58) 13.3 (25.34) 13.5 (18.11) -5.8 (18.03) 

Median 0.0 -11.1 11.1 11.1 5.6 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 44.4 0.0, 11.1 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 56 -44, 11 11, 67 -11, 56 0, 67 -44, 56 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 12.5 (16.84) -7.4 (18.14) 28.9 (16.85) 13.3 (21.37) 14.6 (17.54) -4.7 (19.61) 

Median 0.0 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 33.3 0.0, 22.2 0.0, 22.2 -22.2, 11.1 

Min, Max 0, 56 -44, 33 11, 56 -11, 44 0, 56 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 12.9 (17.24) -6.1 (17.41) 28.9 (23.04) 13.3 (25.34) 15.1 (18.62) -3.4 (19.49) 

Median 0.0 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 11.1 11.1, 33.3 0.0, 11.1 0.0, 27.8 -11.1, 11.1 

Min, Max 0, 56 -44, 33 11, 67 -11, 56 0, 67 -44, 56 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 11.1 (17.89) -7.9 (20.48) 24.4 (14.49) 8.9 (16.48) 13.1 (17.88) -5.4 (20.62) 

Median 0.0 -5.6 22.2 11.1 0.0 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 0.0, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 78 -44, 56 11, 44 -11, 33 0, 78 -44, 56 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 9.9 (14.89) -9.5 (18.15) 26.7 (12.67) 11.1 (17.57) 12.5 (15.65) -6.3 (19.34) 

Median 0.0 -11.1 22.2 11.1 0.0 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 33.3 0.0, 22.2 0.0, 22.2 -16.7, 0.0 

Min, Max 0, 56 -44, 33 11, 44 -11, 33 0, 56 -44, 33 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 11.1 (15.38) -8.4 (18.50) 28.9 (23.04) 13.3 (25.34) 14.1 (17.73) -4.8 (20.98) 

Median 0.0 -11.1 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 0.0, 11.1 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 56 -44, 33 11, 67 -11, 56 0, 67 -44, 56 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 14.0 (16.14) -6.8 (19.46) 33.3 (32.39) 17.8 (34.78) 17.5 (20.61) -2.4 (24.07) 

Median 0.0 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 33.3 -22.2, 11.1 11.1, 33.3 0.0, 11.1 0.0, 33.3 -16.7, 11.1 

Min, Max 0, 44 -44, 33 11, 89 -11, 78 0, 89 -44, 78 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 15.5 (16.32) -5.3 (18.91) 33.3 (33.33) 18.5 (32.08) 17.5 (18.90) -2.6 (21.39) 

Median 11.1 0.0 33.3 0.0 11.1 0.0 

Q1, Q3 0.0, 33.3 -22.2, 11.1 0.0, 66.7 0.0, 55.6 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 44 -44, 33 0, 67 0, 56 0, 67 -44, 56 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 13.8 (16.44) -7.9 (21.41) 33.3 (33.33) 18.5 (32.08) 16.2 (19.38) -4.6 (23.83) 

Median 11.1 -11.1 33.3 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 0.0, 66.7 0.0, 55.6 0.0, 33.3 -22.2, 5.6 

Min, Max 0, 56 -44, 33 0, 67 0, 56 0, 67 -44, 56 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 14.3 (15.37) -7.4 (18.03) 33.3 (22.22) 18.5 (23.13) 16.7 (17.03) -4.2 (20.15) 

Median 11.1 0.0 33.3 11.1 16.7 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 55.6 0.0, 44.4 0.0, 33.3 -16.7, 5.6 

Min, Max 0, 44 -44, 33 11, 56 0, 44 0, 56 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 13.8 (16.82) -7.9 (23.08) 25.9 (12.83) 11.1 (11.11) 15.3 (16.65) -5.6 (22.70) 

Median 0.0 -11.1 33.3 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 11.1 11.1, 33.3 0.0, 22.2 0.0, 33.3 -22.2, 11.1 

Min, Max 0, 56 -56, 33 11, 33 0, 22 0, 56 -56, 33 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 14.3 (18.31) -7.4 (21.75) 33.3 (22.22) 18.5 (23.13) 16.7 (19.38) -4.2 (23.12) 

Median 0.0 -11.1 33.3 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 55.6 0.0, 44.4 0.0, 33.3 -22.2, 5.6 

Min, Max 0, 67 -44, 44 11, 56 0, 44 0, 67 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 12.2 (13.57) -9.5 (19.65) 37.0 (6.42) 22.2 (19.25) 15.3 (15.30) -5.6 (21.98) 

Median 11.1 -11.1 33.3 33.3 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 33.3, 44.4 0.0, 33.3 0.0, 33.3 -22.2, 5.6 

Min, Max 0, 33 -44, 33 33, 44 0, 33 0, 44 -44, 33 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 13.8 (16.06) -7.9 (22.81) 40.7 (33.95) 25.9 (35.72) 17.1 (20.19) -3.7 (26.35) 

Median 11.1 0.0 33.3 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 77.8 0.0, 66.7 0.0, 27.8 -22.2, 11.1 

Min, Max 0, 56 -56, 33 11, 78 0, 67 0, 78 -56, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 12.9 (13.99) -8.8 (20.48) 33.3 (22.22) 18.5 (23.13) 15.7 (16.32) -5.1 (22.41) 

Median 11.1 0.0 33.3 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 55.6 0.0, 44.4 0.0, 33.3 -22.2, 11.1 

Min, Max 0, 33 -44, 33 11, 56 0, 44 0, 56 -44, 44 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 12.3 (14.71) -6.8 (20.22) 37.0 (27.96) 22.2 (29.40) 15.9 (18.45) -2.6 (23.28) 

Median 0.0 0.0 33.3 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 11.1 11.1, 66.7 0.0, 55.6 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 33 -44, 33 11, 67 0, 56 0, 67 -44, 56 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 13.0 (14.39) -6.2 (19.52) 40.7 (23.13) 25.9 (27.96) 16.9 (18.13) -1.6 (23.12) 

Median 5.6 -5.6 33.3 22.2 22.2 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 66.7 0.0, 55.6 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 33 -44, 33 22, 67 0, 56 0, 67 -44, 56 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 11.7 (14.50) -7.4 (19.06) 37.0 (27.96) 22.2 (29.40) 15.3 (18.42) -3.2 (22.54) 

Median 0.0 -5.6 33.3 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 66.7 0.0, 55.6 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 33 -44, 33 11, 67 0, 56 0, 67 -44, 56 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 11.7 (13.46) -7.4 (18.28) 33.3 (22.22) 18.5 (23.13) 14.8 (16.23) -3.7 (20.59) 

Median 5.6 -5.6 33.3 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 55.6 0.0, 44.4 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -44, 33 11, 56 0, 44 0, 56 -44, 44 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 11.1 (13.74) -8.0 (18.59) 22.2 (15.71) 5.6 (7.86) 12.2 (13.92) -6.7 (18.17) 

Median 5.6 -5.6 22.2 5.6 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 0.0, 11.1 0.0, 27.8 -16.7, 0.0 

Min, Max 0, 33 -44, 33 11, 33 0, 11 0, 33 -44, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 11.7 (13.46) -7.4 (17.88) 27.8 (7.86) 11.1 (31.43) 13.3 (13.77) -5.6 (19.25) 

Median 5.6 -5.6 27.8 11.1 11.1 -5.6 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 33.3 -11.1, 33.3 0.0, 22.2 -16.7, 0.0 

Min, Max 0, 33 -44, 33 22, 33 -11, 33 0, 33 -44, 33 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 12.4 (14.64) -6.5 (19.27) 22.2 (15.71) 5.6 (7.86) 13.5 (14.62) -5.3 (18.65) 

Median 0.0 0.0 22.2 5.6 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 0.0, 11.1 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 33 -44, 33 11, 33 0, 11 0, 33 -44, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 12.4 (13.54) -6.5 (18.45) 22.2 (15.71) 5.6 (7.86) 13.5 (13.65) -5.3 (17.90) 

Median 11.1 0.0 22.2 5.6 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 0.0, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -44, 33 11, 33 0, 11 0, 33 -44, 33 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 11.1 (14.70) -7.8 (20.32) 22.2 (15.71) 5.6 (7.86) 12.3 (14.77) -6.4 (19.71) 

Median 0.0 0.0 22.2 5.6 0.0 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 0.0, 11.1 0.0, 33.3 -22.2, 11.1 

Min, Max 0, 33 -44, 33 11, 33 0, 11 0, 33 -44, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 11.1 (13.93) -8.1 (19.00) 22.2 (15.71) 5.6 (7.86) 12.4 (14.10) -6.5 (18.45) 

Median 0.0 -11.1 22.2 5.6 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 0.0, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -44, 33 11, 33 0, 11 0, 33 -44, 33 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 9.6 (13.19) -9.6 (18.72) 16.7 (7.86) 0.0 (15.71) 10.5 (12.71) -8.5 (18.23) 

Median 0.0 -11.1 16.7 0.0 0.0 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 22.2 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -44, 33 11, 22 -11, 11 0, 33 -44, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 11.1 (13.93) -8.1 (19.46) 16.7 (7.86) 0.0 (15.71) 11.8 (13.30) -7.2 (18.82) 

Median 0.0 0.0 16.7 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 22.2 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -44, 33 11, 22 -11, 11 0, 33 -44, 33 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 13.3 (16.37) -5.9 (20.52) 22.2 (15.71) 5.6 (7.86) 14.4 (16.08) -4.6 (19.66) 

Median 0.0 0.0 22.2 5.6 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 11.1, 33.3 0.0, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 44 -44, 33 11, 33 0, 11 0, 44 -44, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 9.5 (12.97) -11.1 (15.10) 11.1 (15.71) -5.6 (7.86) 9.7 (12.75) -10.4 (14.33) 

Median 0.0 -5.6 11.1 -5.6 0.0 -5.6 

Q1, Q3 0.0, 22.2 -11.1, 0.0 0.0, 22.2 -11.1, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -44, 0 0, 22 -11, 0 0, 33 -44, 0 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 10.3 (13.19) -12.0 (16.01) 22.2 (15.71) 5.6 (7.86) 11.9 (13.59) -9.6 (16.19) 

Median 0.0 -11.1 22.2 5.6 11.1 -11.1 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 0.0, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -44, 11 11, 33 0, 11 0, 33 -44, 11 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 9.4 (13.49) -12.8 (16.26) 16.7 (7.86) 0.0 (15.71) 10.4 (12.92) -11.1 (16.27) 

Median 0.0 -11.1 16.7 0.0 0.0 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 22.2 -11.1, 11.1 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 33 -44, 11 11, 22 -11, 11 0, 33 -44, 11 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 12.8 (19.69) -9.4 (21.68) 22.2 (NE) -11.1 (NE) 13.5 (19.09) -9.5 (20.84) 

Median 0.0 -11.1 22.2 -11.1 5.6 -11.1 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 -11.1, -11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 67 -44, 44 22, 22 -11, -11 0, 67 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 13.0 (20.56) -8.3 (21.78) 11.1 (0.00) -5.6 (23.57) 12.7 (18.93) -7.9 (21.09) 

Median 0.0 -11.1 11.1 -5.6 5.6 -11.1 

Q1, Q3 0.0, 22.2 -16.7, 0.0 11.1, 11.1 -22.2, 11.1 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 67 -44, 44 11, 11 -22, 11 0, 67 -44, 44 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 13.9 (17.81) -7.4 (19.15) 11.1 (15.71) -5.6 (7.86) 13.5 (16.98) -7.1 (17.76) 

Median 5.6 -5.6 11.1 -5.6 5.6 -5.6 

Q1, Q3 0.0, 22.2 -11.1, 0.0 0.0, 22.2 -11.1, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 56 -44, 33 0, 22 -11, 0 0, 56 -44, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4473



Protocol BGB-A317-303 Page 301 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 13.3 (15.54) -12.2 (18.48) 22.2 (15.71) 5.6 (7.86) 14.8 (15.23) -9.3 (18.25) 

Median 11.1 -11.1 22.2 5.6 11.1 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 11.1, 33.3 0.0, 11.1 0.0, 27.8 -16.7, 0.0 

Min, Max 0, 44 -44, 22 11, 33 0, 11 0, 44 -44, 22 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 19.8 (21.36) -7.4 (24.85) 22.2 (15.71) 5.6 (7.86) 20.2 (19.76) -5.1 (22.97) 

Median 22.2 -11.1 22.2 5.6 22.2 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 0.0, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 67 -44, 44 11, 33 0, 11 0, 67 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 12.5 (16.20) -13.9 (20.36) 11.1 (NE) 11.1 (NE) 12.3 (15.16) -11.1 (20.79) 

Median 5.6 -11.1 11.1 11.1 11.1 -11.1 

Q1, Q3 0.0, 22.2 -27.8, -5.6 11.1, 11.1 11.1, 11.1 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 44 -44, 22 11, 11 11, 11 0, 44 -44, 22 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 17.5 (23.88) -7.9 (27.00) 22.2 (NE) 22.2 (NE) 18.1 (22.17) -4.2 (27.18) 

Median 11.1 -11.1 22.2 22.2 16.7 -11.1 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 22.2 22.2, 22.2 0.0, 22.2 -16.7, 11.1 

Min, Max 0, 67 -44, 44 22, 22 22, 22 0, 67 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 14.8 (13.46) -7.4 (11.48) 11.1 (NE) 11.1 (NE) 14.3 (12.36) -4.8 (12.60) 

Median 16.7 -11.1 11.1 11.1 11.1 -11.1 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 11.1 11.1, 11.1 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 33 -22, 11 11, 11 11, 11 0, 33 -22, 11 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 16.7 (11.65) -5.6 (9.30) 11.1 (NE) 11.1 (NE) 15.9 (10.84) -3.2 (10.57) 

Median 16.7 -11.1 11.1 11.1 11.1 -11.1 

Q1, Q3 11.1, 22.2 -11.1, 0.0 11.1, 11.1 11.1, 11.1 11.1, 22.2 -11.1, 11.1 

Min, Max 0, 33 -11, 11 11, 11 11, 11 0, 33 -11, 11 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 18.5 (13.46) -3.7 (9.07) 11.1 (NE) 11.1 (NE) 17.5 (12.60) -1.6 (10.00) 

Median 16.7 -5.6 11.1 11.1 11.1 0.0 

Q1, Q3 11.1, 33.3 -11.1, 0.0 11.1, 11.1 11.1, 11.1 11.1, 33.3 -11.1, 11.1 

Min, Max 0, 33 -11, 11 11, 11 11, 11 0, 33 -11, 11 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 18.5 (11.48) -3.7 (9.07) 11.1 (NE) 11.1 (NE) 17.5 (10.84) -1.6 (10.00) 

Median 22.2 -5.6 11.1 11.1 22.2 0.0 

Q1, Q3 11.1, 22.2 -11.1, 0.0 11.1, 11.1 11.1, 11.1 11.1, 22.2 -11.1, 11.1 

Min, Max 0, 33 -11, 11 11, 11 11, 11 0, 33 -11, 11 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 16.7 (11.65) -5.6 (9.30) 22.2 (NE) 22.2 (NE) 17.5 (10.84) -1.6 (13.50) 

Median 16.7 -11.1 22.2 22.2 22.2 -11.1 

Q1, Q3 11.1, 22.2 -11.1, 0.0 22.2, 22.2 22.2, 22.2 11.1, 22.2 -11.1, 11.1 

Min, Max 0, 33 -11, 11 22, 22 22, 22 0, 33 -11, 22 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 20.0 (9.30) -4.4 (9.94) 11.1 (NE) 11.1 (NE) 18.5 (9.07) -1.9 (10.92) 

Median 22.2 -11.1 11.1 11.1 16.7 -5.6 

Q1, Q3 11.1, 22.2 -11.1, 0.0 11.1, 11.1 11.1, 11.1 11.1, 22.2 -11.1, 11.1 

Min, Max 11, 33 -11, 11 11, 11 11, 11 11, 33 -11, 11 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 22.2 (9.07) -2.8 (10.64)   22.2 (9.07) -2.8 (10.64) 

Median 22.2 -5.6   22.2 -5.6 

Q1, Q3 16.7, 27.8 -11.1, 5.6   16.7, 27.8 -11.1, 5.6 

Min, Max 11, 33 -11, 11   11, 33 -11, 11 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 25.9 (6.42) -3.7 (12.83)   25.9 (6.42) -3.7 (12.83) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 33.3 -11.1, 11.1   22.2, 33.3 -11.1, 11.1 

Min, Max 22, 33 -11, 11   22, 33 -11, 11 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 27.8 (7.86) 0.0 (15.71)   27.8 (7.86) 0.0 (15.71) 

Median 27.8 0.0   27.8 0.0 

Q1, Q3 22.2, 33.3 -11.1, 11.1   22.2, 33.3 -11.1, 11.1 

Min, Max 22, 33 -11, 11   22, 33 -11, 11 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 22.2 (0.00) -5.6 (7.86)   22.2 (0.00) -5.6 (7.86) 

Median 22.2 -5.6   22.2 -5.6 

Q1, Q3 22.2, 22.2 -11.1, 0.0   22.2, 22.2 -11.1, 0.0 

Min, Max 22, 22 -11, 0   22, 22 -11, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 27.8 (7.86) 0.0 (15.71)   27.8 (7.86) 0.0 (15.71) 

Median 27.8 0.0   27.8 0.0 

Q1, Q3 22.2, 33.3 -11.1, 11.1   22.2, 33.3 -11.1, 11.1 

Min, Max 22, 33 -11, 11   22, 33 -11, 11 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 27.8 (7.86) 0.0 (15.71)   27.8 (7.86) 0.0 (15.71) 

Median 27.8 0.0   27.8 0.0 

Q1, Q3 22.2, 33.3 -11.1, 11.1   22.2, 33.3 -11.1, 11.1 

Min, Max 22, 33 -11, 11   22, 33 -11, 11 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 22.2 (NE) -11.1 (NE)   22.2 (NE) -11.1 (NE) 

Median 22.2 -11.1   22.2 -11.1 

Q1, Q3 22.2, 22.2 -11.1, -11.1   22.2, 22.2 -11.1, -11.1 

Min, Max 22, 22 -11, -11   22, 22 -11, -11 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Fatigue 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 24.5 (24.92) 3.9 (22.40) 28.4 (22.27) 7.9 (21.58) 25.9 (24.07) 5.3 (22.16) 

Median 22.2 0.0 33.3 0.0 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 11.1 11.1, 33.3 0.0, 22.2 0.0, 33.3 -11.1, 22.2 

Min, Max 0, 100 -44, 78 0, 100 -56, 56 0, 100 -56, 78 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4488



Protocol BGB-A317-303 Page 316 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 3.3 (10.99)  5.3 (10.64)  3.9 (10.90)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 100  0, 33  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 5.6 (12.53) 2.3 (11.05) 5.8 (14.29) 1.0 (14.25) 5.7 (13.06) 1.9 (12.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 50 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 3.8 (10.33) 0.7 (9.17) 2.4 (7.66) -1.4 (11.26) 3.4 (9.65) 0.1 (9.84) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 50 0, 33 -33, 33 0, 67 -33, 50 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 3.6 (10.13) -0.4 (11.96) 4.9 (16.31) 1.1 (19.15) 3.9 (11.95) 0.0 (14.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 50 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 4.0 (10.94) 0.0 (12.49) 2.8 (7.45) -0.9 (12.56) 3.7 (10.24) -0.2 (12.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 2.3 (9.00) -0.5 (8.70) 2.5 (7.36) -1.5 (12.75) 2.4 (8.62) -0.7 (9.77) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -50, 33 0, 33 -33, 33 0, 67 -50, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 2.5 (9.45) -0.4 (9.46) 6.3 (22.03) 0.8 (17.85) 3.2 (12.66) -0.1 (11.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -50, 50 0, 100 -33, 67 0, 100 -50, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 3.6 (10.50) 0.6 (11.08) 3.7 (9.14) -1.9 (11.27) 3.6 (10.25) 0.2 (11.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -50, 50 0, 33 -33, 17 0, 67 -50, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 2.3 (8.28) -0.4 (8.79) 8.8 (21.34) 4.9 (16.42) 3.4 (11.77) 0.5 (10.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 50 -50, 33 0, 83 -17, 50 0, 83 -50, 50 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 2.9 (8.55) 0.0 (9.48) 8.9 (26.63) 4.4 (20.38) 4.0 (13.60) 0.8 (12.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -50, 33 0, 100 -17, 67 0, 100 -50, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 1.5 (6.27) -1.5 (7.47) 8.9 (25.87) 4.4 (19.38) 2.8 (12.43) -0.4 (10.72) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -50, 0 0, 100 -17, 67 0, 100 -50, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 1.6 (5.81) -1.1 (8.99) 8.3 (26.75) 4.8 (18.98) 2.9 (12.59) 0.0 (11.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -50, 17 0, 100 -17, 67 0, 100 -50, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 1.8 (5.20) -0.3 (9.79) 13.0 (33.10) 7.4 (23.73) 3.3 (13.24) 0.8 (12.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -50, 17 0, 100 -17, 67 0, 100 -50, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 0.9 (3.79) -1.2 (8.91) 11.1 (27.64) 5.6 (18.63) 2.3 (10.98) -0.3 (10.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -50, 17 0, 83 -17, 50 0, 83 -50, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 1.3 (4.44) -0.9 (8.90) 14.8 (33.79) 9.3 (25.15) 3.2 (13.78) 0.5 (12.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -50, 17 0, 100 -17, 67 0, 100 -50, 67 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 1.7 (6.07) 0.3 (6.29) 2.1 (5.89) -4.2 (14.77) 1.7 (6.00) -0.3 (7.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -8.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 17 0, 17 -33, 17 0, 33 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 2.0 (8.00) 0.7 (7.50) 20.8 (39.59) 14.6 (32.66) 4.6 (17.04) 2.6 (14.24) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 50 -33, 33 0, 100 -17, 67 0, 100 -33, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 2.3 (7.54) 1.0 (8.53) 10.4 (29.46) 4.2 (19.42) 3.4 (12.78) 1.4 (10.49) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 83 -17, 50 0, 83 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 2.4 (7.68) 1.0 (9.36) 4.2 (7.72) -2.1 (10.68) 2.7 (7.64) 0.6 (9.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 8.3 -8.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 17 -17, 17 0, 33 -33, 33 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 0.7 (3.44) -0.7 (6.04) 6.3 (12.40) 0.0 (8.91) 1.5 (5.85) -0.6 (6.45) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 8.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 33 -17, 17 0, 33 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 0.7 (3.47) -0.4 (5.61) 4.2 (11.79) -2.1 (5.89) 1.3 (5.52) -0.6 (5.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 33 -17, 0 0, 33 -33, 17 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 1.1 (4.25) 0.0 (6.23) 3.3 (7.45) -3.3 (7.45) 1.4 (4.61) -0.3 (6.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 17 -17, 0 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 0.9 (3.77) -0.4 (6.11) 0.0 (0.00) -6.7 (14.91) 0.8 (3.55) -1.2 (7.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 -33, 0 0, 17 -33, 17 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 0.5 (2.74) -0.9 (5.48) 0.0 (0.00) -6.7 (14.91) 0.4 (2.57) -1.6 (7.18) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 0 0, 0 -33, 0 0, 17 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 0.5 (2.82) -1.0 (5.63) 10.0 (22.36) 3.3 (7.45) 1.7 (8.27) -0.4 (5.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 0 0, 50 0, 17 0, 50 -33, 17 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 2.5 (9.43) 1.0 (9.26) 3.3 (7.45) -3.3 (7.45) 2.6 (9.11) 0.4 (9.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 50 -33, 33 0, 17 -17, 0 0, 50 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 1.5 (6.41) 0.0 (7.22) 0.0 (0.00) -6.7 (14.91) 1.3 (5.98) -0.9 (8.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 17 0, 0 -33, 0 0, 33 -33, 17 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 1.5 (6.41) 0.0 (7.22) 0.0 (0.00) -6.7 (14.91) 1.3 (5.98) -0.9 (8.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 17 0, 0 -33, 0 0, 33 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 1.6 (8.98) 0.0 (8.61) 0.0 (0.00) -6.7 (14.91) 1.4 (8.33) -0.9 (9.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 50 -33, 33 0, 0 -33, 0 0, 50 -33, 33 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 1.2 (6.30) 0.0 (9.07) 0.0 (0.00) -6.7 (14.91) 1.0 (5.80) -1.0 (10.15) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 1.2 (4.45) 0.0 (8.01) 6.7 (14.91) 0.0 (23.57) 2.1 (7.02) 0.0 (11.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 1.3 (4.61) 0.0 (8.33) 0.0 (0.00) -6.7 (14.91) 1.1 (4.23) -1.1 (9.72) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 -33, 0 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 0.7 (3.48) -0.7 (7.91) 0.0 (0.00) -6.7 (14.91) 0.6 (3.15) -1.8 (9.45) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 -33, 0 0, 17 -33, 17 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 0.0 (0.00) -1.4 (6.95) 0.0 (0.00) -11.1 (19.25) 0.0 (0.00) -2.6 (9.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 0.8 (3.64) -0.8 (8.29) 0.0 (0.00) -11.1 (19.25) 0.7 (3.40) -2.1 (10.21) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 -33, 0 0, 17 -33, 17 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 0.8 (3.64) -0.8 (8.29) 0.0 (0.00) -11.1 (19.25) 0.7 (3.40) -2.1 (10.21) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 -33, 0 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) -1.6 (7.27) 0.0 (0.00) -11.1 (19.25) 0.0 (0.00) -2.8 (9.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) -1.6 (7.27) 0.0 (0.00) -11.1 (19.25) 0.0 (0.00) -2.8 (9.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) -1.6 (7.27) 0.0 (0.00) -11.1 (19.25) 0.0 (0.00) -2.8 (9.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) -1.6 (7.27) 5.6 (9.62) -5.6 (9.62) 0.7 (3.40) -2.1 (7.47) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 17 -17, 0 0, 17 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 0.0 (0.00) -1.8 (7.65) 0.0 (0.00) -11.1 (19.25) 0.0 (0.00) -3.0 (9.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) -1.9 (7.86) 0.0 (0.00) -11.1 (19.25) 0.0 (0.00) -3.2 (10.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 0.9 (3.93) -0.9 (8.99) 0.0 (0.00) -11.1 (19.25) 0.8 (3.64) -2.4 (10.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 -33, 0 0, 17 -33, 17 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) -1.9 (7.86) 5.6 (9.62) -5.6 (9.62) 0.8 (3.64) -2.4 (7.97) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 17 -17, 0 0, 17 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) -1.9 (7.86) 0.0 (0.00) -11.1 (19.25) 0.0 (0.00) -3.2 (10.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 1.9 (5.39) 0.0 (9.90) 0.0 (0.00) 0.0 (0.00) 1.7 (5.13) 0.0 (9.37) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 0.0 (0.00) -1.9 (7.86) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -1.7 (7.45) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 1.0 (4.04) -1.0 (9.26) 0.0 (0.00) 0.0 (0.00) 0.9 (3.82) -0.9 (8.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 0.0 (0.00) -2.0 (8.08) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -1.8 (7.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 1.0 (4.04) -1.0 (9.26) 8.3 (11.79) 8.3 (11.79) 1.8 (5.26) 0.0 (9.62) 

Median 0.0 0.0 8.3 8.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 17 0, 17 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 1.1 (4.30) -1.1 (9.89) 0.0 (0.00) 0.0 (0.00) 1.0 (4.04) -1.0 (9.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) -2.2 (8.61) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.0 (8.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 4.4 (17.21) 2.2 (19.79) 0.0 (0.00) 0.0 (0.00) 3.9 (16.17) 2.0 (18.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 1.1 (4.30) -1.1 (9.89) 0.0 (0.00) 0.0 (0.00) 1.0 (4.04) -1.0 (9.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 0.0 (0.00) -2.4 (8.91) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.1 (8.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) -2.6 (9.25) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.2 (8.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) -2.6 (9.25) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.2 (8.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 0.0 (0.00) -2.6 (9.25) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -2.4 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 0.0 (0.00) -2.8 (9.62) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.4 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 4.2 (14.43) 1.4 (18.06) 0.0 (0.00) 0.0 (0.00) 3.6 (13.36) 1.2 (16.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 50 -33, 50 0, 0 0, 0 0, 50 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 1.7 (5.27) -1.7 (12.30) 0.0 (0.00) 0.0 (0.00) 1.4 (4.81) -1.4 (11.14) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 1.9 (5.56) -1.9 (13.03) 0.0 (0.00) 0.0 (0.00) 1.5 (5.03) -1.5 (11.68) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) -4.2 (11.79) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -3.7 (11.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 2.8 (6.80) -2.8 (16.39) 0.0 (NE) 0.0 (NE) 2.4 (6.30) -2.4 (15.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 2.8 (6.80) -2.8 (16.39) 0.0 (NE) 0.0 (NE) 2.4 (6.30) -2.4 (15.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 8.3 (20.41) 2.8 (26.70) 0.0 (NE) 0.0 (NE) 7.1 (18.90) 2.4 (24.40) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 50 -33, 50 0, 0 0, 0 0, 50 -33, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 2.8 (6.80) -2.8 (16.39) 0.0 (NE) 0.0 (NE) 2.4 (6.30) -2.4 (15.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 17 -33, 17 0, 0 0, 0 0, 17 -33, 17 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 0.0 (0.00) -6.7 (14.91) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -5.6 (13.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4523



Protocol BGB-A317-303 Page 351 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 0.0 (47.14)   16.7 (23.57) 0.0 (47.14) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 0.0, 33.3 -33.3, 33.3   0.0, 33.3 -33.3, 33.3 

Min, Max 0, 33 -33, 33   0, 33 -33, 33 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Nausea and Vomiting 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 6.4 (15.37) 3.2 (15.17) 7.1 (13.48) 2.6 (15.45) 6.7 (14.72) 3.0 (15.23) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 83 -67, 83 0, 67 -33, 67 0, 83 -67, 83 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 17.4 (20.86)  15.6 (19.52)  16.8 (20.43)  

Median 16.7  16.7  16.7  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 83  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 18.3 (22.29) 1.6 (14.42) 14.5 (19.84) -0.6 (13.80) 17.1 (21.62) 1.0 (14.25) 

Median 16.7 0.0 0.0 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -50, 67 0, 100 -33, 50 0, 100 -50, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 16.7 (23.23) -0.2 (17.14) 13.1 (21.21) -1.4 (19.40) 15.6 (22.69) -0.5 (17.78) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 83 0, 100 -67, 83 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 15.4 (20.21) 0.8 (17.40) 6.4 (9.66) -4.5 (16.61) 13.1 (18.53) -0.6 (17.31) 

Median 16.7 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 16.7 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 100 -67, 50 0, 33 -67, 17 0, 100 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 13.7 (18.68) 0.0 (17.28) 6.5 (10.75) -4.6 (14.70) 12.0 (17.43) -1.1 (16.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 16.7 -8.3, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 100 -50, 50 0, 33 -50, 17 0, 100 -50, 50 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 13.2 (17.09) 0.6 (17.87) 8.6 (16.73) -3.0 (12.12) 12.1 (17.06) -0.2 (16.72) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 100 -50, 67 0, 83 -33, 33 0, 100 -50, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 10.8 (15.97) -1.2 (18.65) 12.7 (15.73) -1.6 (19.65) 11.2 (15.88) -1.3 (18.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 83 -67, 50 0, 50 -33, 33 0, 83 -67, 50 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 9.7 (16.63) -2.6 (19.61) 14.8 (19.71) 0.9 (19.36) 10.6 (17.19) -2.0 (19.52) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 83 -67, 67 0, 67 -33, 50 0, 83 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 9.0 (14.99) -2.9 (18.52) 19.6 (25.84) 4.9 (24.84) 10.8 (17.68) -1.5 (19.85) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -8.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 83 -33, 67 0, 83 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 7.0 (12.91) -3.9 (18.33) 17.8 (22.24) 1.1 (23.12) 8.9 (15.40) -3.0 (19.21) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 67 -67, 50 0, 67 -33, 50 0, 67 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 8.1 (13.35) -2.7 (19.87) 16.7 (23.57) 0.0 (21.82) 9.6 (15.86) -2.2 (20.12) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 33.3 -16.7, 16.7 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 50 0, 67 -33, 50 0, 67 -67, 50 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 6.5 (11.43) -3.8 (17.45) 22.6 (28.20) 6.0 (25.83) 9.4 (16.85) -2.0 (19.43) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 16.7 0.0, 16.7 -8.3, 0.0 

Min, Max 0, 50 -67, 50 0, 83 -33, 67 0, 83 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 7.1 (12.25) -3.6 (19.52) 18.5 (32.75) 7.4 (37.37) 8.7 (16.69) -2.1 (22.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 83 -50, 67 0, 83 -67, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 6.8 (10.91) -3.9 (17.11) 18.5 (25.61) 7.4 (26.50) 8.5 (14.17) -2.3 (18.84) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 50 0, 67 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 7.5 (13.30) -3.8 (16.87) 20.4 (28.60) 9.3 (30.17) 9.4 (16.70) -1.9 (19.58) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 50 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 7.3 (11.25) -4.3 (17.43) 20.8 (30.54) 8.3 (33.33) 9.2 (15.66) -2.6 (20.42) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 33.3 -8.3, 25.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 83 -33, 67 0, 83 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 7.7 (12.69) -4.0 (17.35) 20.8 (29.21) 8.3 (33.33) 9.5 (16.26) -2.3 (20.34) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 41.7 -8.3, 25.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 5.7 (10.44) -6.0 (15.71) 20.8 (29.21) 8.3 (32.12) 7.8 (15.04) -4.0 (19.07) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 33.3 -8.3, 8.3 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 83 -17, 83 0, 83 -67, 83 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 6.9 (13.68) -4.5 (17.10) 27.1 (34.43) 14.6 (32.66) 9.8 (19.01) -1.8 (20.76) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 8.3 -16.7, 0.0 0.0, 58.3 0.0, 33.3 0.0, 16.7 -8.3, 0.0 

Min, Max 0, 50 -67, 17 0, 83 -17, 67 0, 83 -67, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 6.9 (10.29) -3.6 (17.18) 20.8 (24.80) 8.3 (21.82) 9.0 (14.01) -1.9 (18.22) 

Median 0.0 0.0 8.3 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 50.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 

Min, Max 0, 33 -67, 17 0, 50 -17, 50 0, 50 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 7.4 (12.59) -3.3 (18.67) 18.8 (22.60) 6.3 (26.63) 9.1 (14.82) -1.9 (20.06) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 25.0 -8.3, 8.3 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 50 0, 67 -17, 67 0, 67 -67, 67 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 6.8 (12.62) -4.2 (18.72) 10.0 (22.36) 0.0 (0.00) 7.1 (13.61) -3.7 (17.76) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 50 0, 0 0, 50 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 5.7 (11.15) -5.7 (19.09) 10.0 (14.91) 0.0 (11.79) 6.2 (11.51) -5.0 (18.38) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 33 -17, 17 0, 50 -67, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 6.3 (10.65) -5.4 (18.03) 10.0 (22.36) 0.0 (0.00) 6.7 (12.24) -4.8 (16.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 50 0, 0 0, 50 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 7.6 (12.36) -4.8 (19.20) 16.7 (23.57) 6.7 (14.91) 8.8 (14.12) -3.3 (18.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 33.3 0.0, 0.0 0.0, 16.7 -8.3, 0.0 

Min, Max 0, 50 -67, 33 0, 50 0, 33 0, 50 -67, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 10.6 (16.57) -2.5 (22.10) 10.0 (22.36) 0.0 (0.00) 10.5 (17.08) -2.2 (20.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 67 -67, 50 0, 50 0, 0 0, 67 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 10.6 (17.59) -2.5 (22.49) 20.0 (29.81) 10.0 (32.49) 11.8 (19.34) -0.9 (23.87) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -17, 67 0, 67 -67, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 8.6 (14.51) -4.5 (20.53) 13.3 (21.73) 3.3 (7.45) 9.2 (15.35) -3.5 (19.44) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 50 0, 17 0, 50 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 11.3 (17.42) -1.6 (23.71) 20.0 (29.81) 10.0 (32.49) 12.5 (19.26) 0.0 (24.88) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 16.7 0.0, 33.3 0.0, 0.0 0.0, 16.7 -16.7, 16.7 

Min, Max 0, 67 -67, 50 0, 67 -17, 67 0, 67 -67, 67 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 7.1 (16.62) -4.2 (25.91) 20.0 (21.73) 10.0 (14.91) 9.1 (17.72) -2.0 (24.92) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 33.3 0.0, 16.7 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 83 -67, 83 0, 50 0, 33 0, 83 -67, 83 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 4.3 (8.76) -7.4 (19.25) 16.7 (20.41) 6.7 (9.13) 6.3 (11.79) -5.2 (18.66) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 16.7 0.0, 16.7 0.0, 16.7 -8.3, 0.0 

Min, Max 0, 33 -67, 17 0, 50 0, 17 0, 50 -67, 17 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 5.3 (9.28) -6.0 (20.91) 20.0 (27.39) 10.0 (22.36) 7.8 (14.34) -3.3 (21.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 50.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 50 0, 50 0, 50 -67, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 7.2 (12.13) -5.1 (20.98) 23.3 (32.49) 13.3 (29.81) 10.1 (17.77) -1.8 (23.28) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 50.0 0.0, 0.0 0.0, 16.7 -8.3, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 67 0, 67 -67, 67 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 8.7 (14.97) -3.6 (25.10) 22.2 (38.49) 22.2 (38.49) 10.3 (18.30) -0.6 (27.28) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 66.7 0.0, 66.7 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 50 0, 67 0, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 9.5 (12.44) -3.2 (23.34) 16.7 (16.67) 16.7 (16.67) 10.4 (12.83) -0.7 (23.30) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 16.7 0.0, 33.3 0.0, 33.3 0.0, 16.7 -16.7, 16.7 

Min, Max 0, 33 -67, 33 0, 33 0, 33 0, 33 -67, 33 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 8.7 (13.56) -4.0 (24.67) 0.0 (0.00) 0.0 (0.00) 7.6 (12.98) -3.5 (23.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 7.1 (12.44) -5.6 (23.17) 0.0 (0.00) 0.0 (0.00) 6.3 (11.85) -4.9 (21.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 8.3 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 4.8 (9.34) -7.9 (20.15) 11.1 (19.25) 11.1 (19.25) 5.6 (10.62) -5.6 (20.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 33.3 0.0, 33.3 0.0, 8.3 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 33 0, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 4.0 (8.98) -8.7 (20.15) 16.7 (16.67) 16.7 (16.67) 5.6 (10.62) -5.6 (21.23) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 33.3 0.0, 33.3 0.0, 8.3 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 33 0, 33 -67, 33 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 4.8 (10.73) -7.9 (20.83) 22.2 (38.49) 22.2 (38.49) 6.9 (16.24) -4.2 (24.70) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 5.3 (9.71) -8.8 (21.06) 16.7 (28.87) 16.7 (28.87) 6.8 (13.27) -5.3 (23.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 50.0 0.0, 50.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 50 0, 50 0, 50 -67, 50 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 5.6 (9.90) -9.3 (20.79) 22.2 (38.49) 22.2 (38.49) 7.9 (16.35) -4.8 (25.35) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 66.7 0.0, 66.7 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 67 0, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 5.6 (11.43) -9.3 (22.30) 22.2 (38.49) 22.2 (38.49) 7.9 (17.17) -4.8 (26.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 67 0, 67 -67, 67 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 4.6 (9.58) -10.2 (20.72) 22.2 (38.49) 22.2 (38.49) 7.1 (16.31) -5.6 (25.46) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 67 0, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 4.6 (9.58) -10.2 (20.72) 11.1 (19.25) 11.1 (19.25) 5.6 (10.97) -7.1 (21.46) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 33 0, 33 0, 33 -67, 33 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 5.6 (11.43) -9.3 (22.30) 0.0 (0.00) 0.0 (0.00) 5.0 (10.95) -8.3 (21.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 3.7 (9.14) -11.1 (19.80) 8.3 (11.79) 8.3 (11.79) 4.2 (9.17) -9.2 (19.85) 

Median 0.0 0.0 8.3 8.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 17 0, 17 0, 33 -67, 17 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 3.9 (9.37) -9.8 (19.60) 8.3 (11.79) 8.3 (11.79) 4.4 (9.37) -7.9 (19.54) 

Median 0.0 0.0 8.3 8.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 17 0, 17 0, 33 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 5.9 (11.70) -7.8 (22.14) 0.0 (0.00) 0.0 (0.00) 5.3 (11.18) -7.0 (21.02) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 5.9 (13.10) -7.8 (22.14) 0.0 (0.00) 0.0 (0.00) 5.3 (12.49) -7.0 (21.02) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 0 0, 0 0, 50 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 5.6 (10.29) -10.0 (21.64) 8.3 (11.79) 8.3 (11.79) 5.9 (10.11) -7.8 (21.34) 

Median 0.0 0.0 8.3 8.3 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 16.7 0.0, 16.7 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 17 0, 17 0, 33 -67, 17 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 5.6 (13.61) -10.0 (22.54) 8.3 (11.79) 8.3 (11.79) 5.9 (13.10) -7.8 (22.14) 

Median 0.0 0.0 8.3 8.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 17 0, 17 0, 50 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 7.8 (15.26) -7.8 (25.09) 0.0 (0.00) 0.0 (0.00) 6.9 (14.50) -6.9 (23.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 0 0, 0 0, 50 -67, 33 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 3.3 (6.90) -12.2 (20.38) 0.0 (0.00) 0.0 (0.00) 2.9 (6.55) -10.8 (19.49) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 17 -67, 17 0, 0 0, 0 0, 17 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4560



Protocol BGB-A317-303 Page 388 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 3.6 (9.65) -9.5 (20.37) 8.3 (11.79) 8.3 (11.79) 4.2 (9.62) -7.3 (20.16) 

Median 0.0 0.0 8.3 8.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 17 0, 17 0, 33 -67, 17 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 3.8 (9.99) -10.3 (21.01) 0.0 (0.00) 0.0 (0.00) 3.3 (9.34) -8.9 (19.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 0 0, 0 0, 33 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 5.1 (10.51) -9.0 (22.17) 0.0 (0.00) 0.0 (0.00) 4.4 (9.89) -7.8 (20.77) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 0 0, 0 0, 33 -67, 17 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 5.1 (14.25) -9.0 (23.19) 0.0 (NE) 0.0 (NE) 4.8 (13.76) -8.3 (22.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 0 0, 0 0, 50 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 5.6 (10.86) -6.9 (21.86) 0.0 (0.00) 0.0 (0.00) 4.8 (10.19) -6.0 (20.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 8.3 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 0 0, 0 0, 33 -67, 17 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 5.6 (10.86) -6.9 (21.86) 0.0 (0.00) 0.0 (0.00) 4.8 (10.19) -6.0 (20.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 8.3 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 17 0, 0 0, 0 0, 33 -67, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 10.0 (17.92) -3.3 (28.11) 0.0 (0.00) 0.0 (0.00) 8.3 (16.67) -2.8 (25.46) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 8.3 -8.3, 0.0 

Min, Max 0, 50 -67, 33 0, 0 0, 0 0, 50 -67, 33 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 9.3 (14.70) -5.6 (27.64) 0.0 (0.00) 0.0 (0.00) 7.6 (13.67) -4.5 (24.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 10.4 (17.68) -6.3 (29.46) 0.0 (NE) 0.0 (NE) 9.3 (16.90) -5.6 (27.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 8.3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 50 -67, 33 0, 0 0, 0 0, 50 -67, 33 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 11.9 (24.93) 2.4 (22.42) 0.0 (NE) 0.0 (NE) 10.4 (23.46) 2.1 (20.77) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 8.3 -8.3, 0.0 

Min, Max 0, 67 -17, 50 0, 0 0, 0 0, 67 -17, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 13.9 (16.39) 5.6 (17.21) 0.0 (NE) 0.0 (NE) 11.9 (15.85) 4.8 (15.85) 

Median 8.3 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 16.7 

Min, Max 0, 33 -17, 33 0, 0 0, 0 0, 33 -17, 33 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (13.61) 2.8 (12.55) 0.0 (NE) 0.0 (NE) 9.5 (13.11) 2.4 (11.50) 

Median 8.3 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 16.7 

Min, Max 0, 33 -17, 17 0, 0 0, 0 0, 33 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (8.61) -2.8 (6.80) 0.0 (NE) 0.0 (NE) 4.8 (8.13) -2.4 (6.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 17 -17, 0 0, 0 0, 0 0, 17 -17, 0 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (13.61) 2.8 (12.55) 0.0 (NE) 0.0 (NE) 9.5 (13.11) 2.4 (11.50) 

Median 8.3 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 16.7 

Min, Max 0, 33 -17, 17 0, 0 0, 0 0, 33 -17, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (13.61) 2.8 (12.55) 0.0 (NE) 0.0 (NE) 9.5 (13.11) 2.4 (11.50) 

Median 8.3 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 16.7 

Min, Max 0, 33 -17, 17 0, 0 0, 0 0, 33 -17, 17 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 13.3 (13.94) 6.7 (9.13) 0.0 (NE) 0.0 (NE) 11.1 (13.61) 5.6 (8.61) 

Median 16.7 0.0 0.0 0.0 8.3 0.0 

Q1, Q3 0.0, 16.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 16.7 

Min, Max 0, 33 0, 17 0, 0 0, 0 0, 33 0, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 12.5 (15.96) 4.2 (8.33)   12.5 (15.96) 4.2 (8.33) 

Median 8.3 0.0   8.3 0.0 

Q1, Q3 0.0, 25.0 0.0, 8.3   0.0, 25.0 0.0, 8.3 

Min, Max 0, 33 0, 17   0, 33 0, 17 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 16.7 (16.67) 5.6 (9.62)   16.7 (16.67) 5.6 (9.62) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 0.0, 33.3 0.0, 16.7   0.0, 33.3 0.0, 16.7 

Min, Max 0, 33 0, 17   0, 33 0, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 25.0 (11.79) 8.3 (11.79)   25.0 (11.79) 8.3 (11.79) 

Median 25.0 8.3   25.0 8.3 

Q1, Q3 16.7, 33.3 0.0, 16.7   16.7, 33.3 0.0, 16.7 

Min, Max 17, 33 0, 17   17, 33 0, 17 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 25.0 (11.79) 8.3 (11.79)   25.0 (11.79) 8.3 (11.79) 

Median 25.0 8.3   25.0 8.3 

Q1, Q3 16.7, 33.3 0.0, 16.7   16.7, 33.3 0.0, 16.7 

Min, Max 17, 33 0, 17   17, 33 0, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 25.0 (11.79) 8.3 (11.79)   25.0 (11.79) 8.3 (11.79) 

Median 25.0 8.3   25.0 8.3 

Q1, Q3 16.7, 33.3 0.0, 16.7   16.7, 33.3 0.0, 16.7 

Min, Max 17, 33 0, 17   17, 33 0, 17 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 25.0 (11.79) 8.3 (11.79)   25.0 (11.79) 8.3 (11.79) 

Median 25.0 8.3   25.0 8.3 

Q1, Q3 16.7, 33.3 0.0, 16.7   16.7, 33.3 0.0, 16.7 

Min, Max 17, 33 0, 17   17, 33 0, 17 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4575



Protocol BGB-A317-303 Page 403 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 16.7 (NE) 0.0 (NE)   16.7 (NE) 0.0 (NE) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 16.7, 16.7 0.0, 0.0   16.7, 16.7 0.0, 0.0 

Min, Max 17, 17 0, 0   17, 17 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 20.4 (26.68) 5.1 (19.56) 22.1 (25.34) 8.6 (19.81) 21.0 (26.18) 6.3 (19.67) 

Median 16.7 0.0 16.7 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 0.0, 16.7 0.0, 33.3 0.0, 16.7 0.0, 33.3 0.0, 16.7 

Min, Max 0, 100 -67, 67 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 211  97  308  

Mean (SD) 22.4 (20.88)  21.0 (22.22)  22.0 (21.29)  

Median 33.3  33.3  33.3  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 194 194 84 84 278 278 

Mean (SD) 21.1 (20.78) -0.3 (18.89) 23.4 (26.27) 4.4 (21.82) 21.8 (22.56) 1.1 (19.90) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 21.5 (22.08) -0.4 (19.30) 21.9 (22.62) 1.9 (22.62) 21.6 (22.19) 0.3 (20.28) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Cycle 4       

n 130 130 44 44 174 174 

Mean (SD) 20.3 (20.12) -2.6 (19.74) 18.9 (20.83) 0.0 (21.57) 19.9 (20.25) -1.9 (20.18) 

Median 33.3 0.0 16.7 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 121 121 36 36 157 157 

Mean (SD) 19.6 (20.94) -2.8 (20.90) 21.3 (16.24) 3.7 (23.61) 20.0 (19.92) -1.3 (21.64) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -67, 33 0, 100 -67, 67 

 

Cycle 6       

n 106 106 33 33 139 139 

Mean (SD) 17.6 (20.68) -4.4 (21.12) 20.2 (18.52) 2.0 (24.92) 18.2 (20.15) -2.9 (22.16) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -67, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 93 93 21 21 114 114 

Mean (SD) 17.9 (22.82) -5.0 (20.23) 15.9 (24.99) -1.6 (22.30) 17.5 (23.13) -4.4 (20.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Cycle 8       

n 88 88 18 18 106 106 

Mean (SD) 17.8 (22.00) -5.7 (20.97) 24.1 (27.55) 7.4 (31.43) 18.9 (23.01) -3.5 (23.43) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 79 79 17 17 96 96 

Mean (SD) 16.9 (19.88) -5.5 (20.28) 21.6 (20.21) 5.9 (33.82) 17.7 (19.91) -3.5 (23.44) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -16.7, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -67, 67 0, 67 -67, 67 

 

Cycle 10       

n 68 68 15 15 83 83 

Mean (SD) 15.2 (21.11) -6.9 (23.44) 26.7 (22.54) 8.9 (32.04) 17.3 (21.69) -4.0 (25.71) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 67 67 15 15 82 82 

Mean (SD) 16.9 (22.75) -5.5 (22.92) 22.2 (29.99) 4.4 (41.53) 17.9 (24.11) -3.7 (27.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 100 0, 100 -67, 100 

 

Cycle 12       

n 61 61 14 14 75 75 

Mean (SD) 15.8 (19.82) -7.1 (21.18) 26.2 (29.75) 7.1 (39.61) 17.8 (22.15) -4.4 (25.90) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 55 55 9 9 64 64 

Mean (SD) 17.0 (22.10) -6.7 (24.34) 33.3 (33.33) 25.9 (40.06) 19.3 (24.35) -2.1 (29.02) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 14       

n 55 55 9 9 64 64 

Mean (SD) 15.8 (21.14) -7.9 (23.97) 37.0 (30.93) 29.6 (38.89) 18.8 (23.66) -2.6 (29.28) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 52 52 9 9 61 61 

Mean (SD) 15.4 (22.35) -8.3 (25.46) 29.6 (35.14) 22.2 (40.82) 17.5 (24.80) -3.8 (29.88) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 15.6 (20.53) -8.2 (22.08) 29.2 (27.82) 20.8 (35.36) 17.5 (21.92) -4.1 (26.03) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 0.0, 50.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 67 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4586



Protocol BGB-A317-303 Page 414 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 49 49 8 8 57 57 

Mean (SD) 17.0 (21.65) -6.8 (22.55) 37.5 (33.03) 29.2 (41.55) 19.9 (24.28) -1.8 (28.47) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 16.7, 50.0 0.0, 50.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Cycle 18       

n 49 49 8 8 57 57 

Mean (SD) 15.0 (20.48) -8.8 (22.34) 33.3 (30.86) 25.0 (38.83) 17.5 (22.80) -4.1 (27.51) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 16.7, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 47 47 8 8 55 55 

Mean (SD) 14.9 (20.63) -8.5 (23.54) 41.7 (38.83) 33.3 (47.14) 18.8 (25.47) -2.4 (31.33) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 16.7, 66.7 0.0, 66.7 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 20       

n 45 45 8 8 53 53 

Mean (SD) 13.3 (16.51) -10.4 (22.27) 33.3 (25.20) 25.0 (34.50) 16.4 (19.20) -5.0 (27.27) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 16.7, 50.0 0.0, 50.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 14.1 (16.65) -9.6 (22.04) 33.3 (30.86) 25.0 (38.83) 17.0 (20.28) -4.4 (27.76) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 16.7, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 15.2 (19.63) -8.3 (23.98) 26.7 (14.91) 26.7 (14.91) 16.3 (19.39) -4.8 (25.46) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 14.9 (18.50) -7.0 (22.14) 26.7 (14.91) 26.7 (14.91) 16.3 (18.36) -3.1 (23.92) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 0, 33 0, 67 -67, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 15.3 (23.03) -7.2 (29.54) 40.0 (14.91) 40.0 (14.91) 18.3 (23.52) -1.6 (32.05) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 100 33, 67 33, 67 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 11.4 (17.97) -11.4 (22.78) 26.7 (14.91) 26.7 (14.91) 13.3 (18.18) -6.7 (25.26) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 0, 33 0, 67 -67, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 13.1 (18.52) -9.1 (22.47) 33.3 (0.00) 33.3 (0.00) 15.8 (18.56) -3.5 (25.46) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 33, 33 33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 14.1 (18.69) -8.1 (22.10) 40.0 (14.91) 40.0 (14.91) 17.5 (20.12) -1.8 (26.79) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 33, 67 33, 67 0, 67 -33, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 15.2 (20.57) -7.1 (21.66) 33.3 (23.57) 33.3 (23.57) 17.5 (21.56) -1.8 (25.64) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 11.8 (18.36) -9.7 (24.64) 33.3 (23.57) 33.3 (23.57) 14.8 (20.23) -3.7 (28.48) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 0, 67 0, 67 -67, 67 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 11.9 (18.62) -8.3 (21.52) 33.3 (23.57) 33.3 (23.57) 15.2 (20.57) -2.0 (26.27) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 12.3 (16.40) -7.4 (21.35) 40.0 (14.91) 40.0 (14.91) 16.7 (18.93) 0.0 (26.77) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 16.7 

Min, Max 0, 33 -33, 33 33, 67 33, 67 0, 67 -33, 67 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 13.3 (16.67) -6.7 (19.25) 33.3 (23.57) 33.3 (23.57) 16.7 (19.08) 0.0 (24.76) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 11.6 (16.23) -8.7 (18.03) 40.0 (36.51) 40.0 (36.51) 16.7 (23.13) 0.0 (28.69) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -16.7, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 15.9 (19.77) -4.3 (20.85) 33.3 (57.74) 33.3 (57.74) 17.9 (25.35) 0.0 (28.28) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 100.0 0.0, 100.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4595



Protocol BGB-A317-303 Page 423 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 11.1 (16.10) -9.5 (21.46) 33.3 (33.33) 33.3 (33.33) 13.9 (19.45) -4.2 (26.58) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 0.0, 66.7 0.0, 33.3 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 67 0, 67 -67, 67 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 11.1 (16.10) -9.5 (18.69) 33.3 (33.33) 33.3 (33.33) 13.9 (19.45) -4.2 (24.70) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 0.0, 66.7 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 9.5 (15.43) -11.1 (19.25) 44.4 (19.25) 44.4 (19.25) 13.9 (19.45) -4.2 (26.58) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 66.7 33.3, 66.7 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 33 33, 67 33, 67 0, 67 -33, 67 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 12.7 (19.65) -7.9 (20.83) 33.3 (33.33) 33.3 (33.33) 15.3 (21.93) -2.8 (25.85) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 0.0, 66.7 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 12.7 (16.59) -7.9 (23.34) 33.3 (0.00) 33.3 (0.00) 15.3 (16.97) -2.8 (25.85) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -16.7, 0.0 

Min, Max 0, 33 -67, 33 33, 33 33, 33 0, 33 -67, 33 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 9.5 (15.43) -11.1 (26.53) 44.4 (50.92) 44.4 (50.92) 13.9 (23.91) -4.2 (34.49) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 100.0 0.0, 100.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 100 0, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 7.0 (13.96) -14.0 (25.62) 22.2 (19.25) 22.2 (19.25) 9.1 (15.19) -9.1 (27.57) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 33 0, 33 -67, 33 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 9.3 (15.36) -9.3 (19.15) 44.4 (50.92) 44.4 (50.92) 14.3 (24.88) -1.6 (30.69) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 100.0 0.0, 100.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 9.3 (15.36) -9.3 (19.15) 33.3 (33.33) 33.3 (33.33) 12.7 (19.65) -3.2 (25.61) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 0.0, 66.7 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 9.3 (15.36) -9.3 (19.15) 44.4 (19.25) 44.4 (19.25) 14.3 (19.92) -1.6 (26.82) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 66.7 33.3, 66.7 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 33 33, 67 33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 11.1 (16.17) -7.4 (18.28) 33.3 (33.33) 33.3 (33.33) 14.3 (19.92) -1.6 (24.67) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 0.0, 66.7 0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 9.3 (15.36) -9.3 (25.06) 16.7 (23.57) 16.7 (23.57) 10.0 (15.67) -6.7 (25.59) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 9.3 (15.36) -9.3 (19.15) 16.7 (23.57) 16.7 (23.57) 10.0 (15.67) -6.7 (20.52) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 11.8 (20.21) -7.8 (22.14) 33.3 (0.00) 33.3 (0.00) 14.0 (20.23) -3.5 (24.58) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 33 33, 33 33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 9.8 (15.66) -9.8 (19.60) 16.7 (23.57) 16.7 (23.57) 10.5 (15.92) -7.0 (21.02) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 9.8 (15.66) -9.8 (22.87) 16.7 (23.57) 16.7 (23.57) 10.5 (15.92) -7.0 (23.78) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 6.7 (13.80) -11.1 (20.57) 16.7 (23.57) 16.7 (23.57) 7.8 (14.57) -7.8 (22.14) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 4.4 (11.73) -13.3 (24.56) 16.7 (23.57) 16.7 (23.57) 5.9 (13.10) -9.8 (25.72) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 6.7 (13.80) -11.1 (24.12) 16.7 (23.57) 16.7 (23.57) 7.8 (14.57) -7.8 (25.08) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 33 0, 33 -67, 33 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 8.9 (15.26) -8.9 (19.79) 16.7 (23.57) 16.7 (23.57) 9.8 (15.66) -5.9 (21.20) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 7.1 (14.19) -11.9 (16.57) 16.7 (23.57) 16.7 (23.57) 8.3 (14.91) -8.3 (19.25) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 16.7 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) -17.9 (17.30) 0.0 (0.00) 0.0 (0.00) 2.2 (8.61) -15.6 (17.21) 

Median 0.0 -33.3 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 5.1 (12.52) -15.4 (17.30) 16.7 (23.57) 16.7 (23.57) 6.7 (13.80) -11.1 (20.57) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 7.7 (14.62) -12.8 (21.68) 33.3 (NE) 33.3 (NE) 9.5 (15.63) -9.5 (24.21) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -67, 0 33, 33 33, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 8.3 (15.08) -11.1 (21.71) 16.7 (23.57) 16.7 (23.57) 9.5 (15.63) -7.1 (23.31) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 33 0, 33 0, 33 -67, 33 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 5.6 (12.97) -13.9 (17.16) 0.0 (0.00) 0.0 (0.00) 4.8 (12.10) -11.9 (16.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 10.0 (16.10) -10.0 (16.10) 16.7 (23.57) 16.7 (23.57) 11.1 (16.41) -5.6 (19.25) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -16.7, 0.0 

Min, Max 0, 33 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 14.8 (17.57) -7.4 (22.22) 16.7 (23.57) 16.7 (23.57) 15.2 (17.41) -3.0 (23.35) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 4.2 (11.79) -16.7 (17.82) 0.0 (NE) 0.0 (NE) 3.7 (11.11) -14.8 (17.57) 

Median 0.0 -16.7 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -19.0 (17.82) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -16.7 (17.82) 

Median 0.0 -33.3 0.0 0.0 0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) -22.2 (17.21) 0.0 (NE) 0.0 (NE) 4.8 (12.60) -19.0 (17.82) 

Median 0.0 -33.3 0.0 0.0 0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (17.21) -16.7 (27.89) 0.0 (NE) 0.0 (NE) 9.5 (16.27) -14.3 (26.23) 

Median 0.0 -33.3 0.0 0.0 0.0 -33.3 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) -22.2 (17.21) 0.0 (NE) 0.0 (NE) 4.8 (12.60) -19.0 (17.82) 

Median 0.0 -33.3 0.0 0.0 0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -27.8 (25.09) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -23.8 (25.20) 

Median 0.0 -33.3 0.0 0.0 0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) -22.2 (17.21) 0.0 (NE) 0.0 (NE) 4.8 (12.60) -19.0 (17.82) 

Median 0.0 -33.3 0.0 0.0 0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 0.0 (0.00) -26.7 (27.89) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -22.2 (27.22) 

Median 0.0 -33.3 0.0 0.0 0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 8.3 (16.67) -25.0 (31.91)   8.3 (16.67) -25.0 (31.91) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 16.7 -50.0, 0.0   0.0, 16.7 -50.0, 0.0 

Min, Max 0, 33 -67, 0   0, 33 -67, 0 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -44.4 (19.25)   0.0 (0.00) -44.4 (19.25) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -66.7, -33.3   0.0, 0.0 -66.7, -33.3 

Min, Max 0, 0 -67, -33   0, 0 -67, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4614



Protocol BGB-A317-303 Page 442 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) -16.7 (23.57)   16.7 (23.57) -16.7 (23.57) 

Median 16.7 -16.7   16.7 -16.7 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) -16.7 (23.57)   16.7 (23.57) -16.7 (23.57) 

Median 16.7 -16.7   16.7 -16.7 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -33.3 (0.00)   0.0 (0.00) -33.3 (0.00) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) -16.7 (23.57)   16.7 (23.57) -16.7 (23.57) 

Median 16.7 -16.7   16.7 -16.7 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 134 134 70 70 204 204 

Mean (SD) 25.6 (24.15) 5.2 (25.48) 30.0 (26.10) 10.5 (28.11) 27.1 (24.86) 7.0 (26.46) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 

Min, Max 0, 100 -67, 67 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 12.6 (18.90)  16.8 (23.14)  13.9 (20.38)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 15.2 (21.46) 2.6 (18.51) 15.5 (22.82) -0.4 (16.76) 15.3 (21.83) 1.7 (18.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 13.5 (22.06) -0.2 (19.41) 16.7 (24.57) -1.0 (21.96) 14.4 (22.80) -0.4 (20.13) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 13.7 (21.83) 0.3 (23.20) 10.6 (20.04) -6.1 (19.39) 13.0 (21.38) -1.3 (22.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -67, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 12.6 (20.25) -1.4 (21.60) 11.1 (25.20) -7.4 (16.16) 12.2 (21.40) -2.7 (20.59) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -33, 33 0, 100 -67, 100 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 12.8 (19.77) 0.0 (19.96) 13.1 (26.27) -5.1 (18.86) 12.9 (21.38) -1.2 (19.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 11.3 (19.28) -0.7 (21.30) 14.3 (30.86) -4.8 (15.94) 11.9 (21.72) -1.4 (20.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 12.0 (18.97) 0.0 (20.72) 20.4 (28.33) 0.0 (30.25) 13.4 (20.91) 0.0 (22.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -100, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 10.4 (18.06) -1.3 (20.84) 25.5 (32.34) 3.9 (23.22) 13.1 (21.81) -0.3 (21.24) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 33 0, 100 -33, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 10.6 (17.61) -1.0 (20.59) 24.4 (34.43) 0.0 (30.86) 13.1 (21.96) -0.8 (22.54) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 10.3 (17.52) -1.5 (20.31) 28.9 (39.57) 4.4 (30.52) 13.7 (23.88) -0.4 (22.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 10.8 (16.83) -1.1 (20.88) 28.6 (34.24) 2.4 (33.24) 14.0 (21.95) -0.4 (23.41) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 11.9 (19.52) 0.6 (19.58) 33.3 (44.10) 11.1 (33.33) 14.9 (25.02) 2.1 (21.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 10.1 (18.98) -1.2 (19.03) 22.2 (37.27) 0.0 (33.33) 11.8 (22.38) -1.0 (21.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 10.7 (19.36) -1.3 (19.57) 25.9 (40.06) 3.7 (38.89) 12.9 (23.65) -0.5 (22.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 8.7 (18.82) -3.3 (20.48) 33.3 (47.14) 8.3 (49.60) 12.1 (25.51) -1.7 (26.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 83.3 -33.3, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 10.7 (22.78) -1.3 (21.25) 25.0 (38.83) 0.0 (35.63) 12.6 (25.61) -1.1 (23.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 50.0 -33.3, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 10.7 (21.76) -1.3 (21.25) 25.0 (38.83) 0.0 (30.86) 12.6 (24.84) -1.1 (22.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 50.0 -16.7, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 8.3 (17.53) -3.5 (19.74) 29.2 (41.55) 4.2 (41.55) 11.3 (23.16) -2.4 (23.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 8.0 (14.38) -2.9 (18.36) 16.7 (25.20) -8.3 (23.57) 9.3 (16.40) -3.7 (19.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 4.4 (11.46) -6.7 (18.26) 16.7 (30.86) -8.3 (23.57) 6.3 (16.09) -6.9 (18.90) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 6.8 (13.60) -4.5 (18.46) 6.7 (14.91) -13.3 (18.26) 6.8 (13.57) -5.4 (18.44) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 4.4 (11.42) -7.0 (22.14) 6.7 (14.91) -13.3 (18.26) 4.7 (11.69) -7.8 (21.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 0 0, 33 -67, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 9.0 (18.67) -2.7 (22.74) 0.0 (0.00) -20.0 (18.26) 7.9 (17.74) -4.8 (22.78) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 0 -33, 0 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 6.7 (17.71) -5.7 (22.12) 20.0 (29.81) 0.0 (23.57) 8.3 (19.61) -5.0 (22.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 33 0, 67 -67, 67 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 5.1 (14.72) -8.1 (18.69) 6.7 (14.91) -13.3 (18.26) 5.3 (14.55) -8.8 (18.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 0 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 8.1 (16.73) -5.1 (20.62) 13.3 (29.81) -6.7 (27.89) 8.8 (18.48) -5.3 (21.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 8.1 (16.73) -5.1 (18.86) 13.3 (29.81) -6.7 (27.89) 8.8 (18.48) -5.3 (19.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 8.6 (19.18) -4.3 (16.65) 26.7 (43.46) 6.7 (36.51) 11.1 (23.90) -2.8 (20.12) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 7.1 (21.00) -2.4 (27.11) 13.3 (29.81) -6.7 (27.89) 8.1 (22.10) -3.0 (26.83) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 67 -33, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 4.9 (12.07) -3.7 (19.25) 13.3 (29.81) -6.7 (27.89) 6.3 (15.70) -4.2 (20.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 2.7 (9.23) -6.7 (19.25) 13.3 (29.81) -6.7 (27.89) 4.4 (14.47) -6.7 (20.34) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 1.4 (6.95) -8.7 (18.03) 20.0 (29.81) 0.0 (23.57) 4.8 (14.95) -7.1 (18.94) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 5.8 (12.92) -4.3 (18.27) 33.3 (33.33) 11.1 (19.25) 9.0 (17.78) -2.6 (18.67) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 3.2 (10.03) -7.9 (20.83) 11.1 (19.25) -11.1 (19.25) 4.2 (11.26) -8.3 (20.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 0 0, 33 -67, 33 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) -9.5 (18.69) 22.2 (19.25) 0.0 (0.00) 4.2 (11.26) -8.3 (17.72) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 33 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4641



Protocol BGB-A317-303 Page 469 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 4.8 (15.94) -6.3 (24.99) 22.2 (19.25) 0.0 (0.00) 6.9 (16.97) -5.6 (23.40) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 0, 0 0, 67 -67, 67 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) -9.5 (18.69) 11.1 (19.25) -11.1 (19.25) 2.8 (9.41) -9.7 (18.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 0 0, 33 -33, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) -9.5 (18.69) 11.1 (19.25) -11.1 (19.25) 2.8 (9.41) -9.7 (18.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 0 0, 33 -33, 0 0, 33 -67, 0 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 3.2 (10.03) -7.9 (20.83) 22.2 (38.49) 0.0 (33.33) 5.6 (16.05) -6.9 (21.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4643



Protocol BGB-A317-303 Page 471 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 5.3 (16.72) -7.0 (21.02) 22.2 (38.49) 0.0 (33.33) 7.6 (20.40) -6.1 (22.15) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 1.9 (7.86) -11.1 (19.80) 22.2 (38.49) 0.0 (33.33) 4.8 (15.94) -9.5 (21.46) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 0 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 1.9 (7.86) -11.1 (19.80) 22.2 (38.49) 0.0 (33.33) 4.8 (15.94) -9.5 (21.46) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 0 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 1.9 (7.86) -11.1 (19.80) 22.2 (38.49) 0.0 (33.33) 4.8 (15.94) -9.5 (21.46) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 0 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 1.9 (7.86) -11.1 (19.80) 22.2 (38.49) 0.0 (33.33) 4.8 (15.94) -9.5 (21.46) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 0 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 1.9 (7.86) -11.1 (19.80) 0.0 (0.00) -16.7 (23.57) 1.7 (7.45) -11.7 (19.57) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 0 0, 0 -33, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 1.9 (7.86) -11.1 (19.80) 0.0 (0.00) -16.7 (23.57) 1.7 (7.45) -11.7 (19.57) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 0 0, 0 -33, 0 0, 33 -67, 0 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 2.0 (8.08) -11.8 (20.21) 16.7 (23.57) 0.0 (0.00) 3.5 (10.51) -10.5 (19.41) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 0 0, 33 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 2.0 (8.08) -11.8 (20.21) 0.0 (0.00) -16.7 (23.57) 1.8 (7.65) -12.3 (19.91) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 0 0, 0 -33, 0 0, 33 -67, 0 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 5.9 (13.10) -7.8 (25.08) 0.0 (0.00) -16.7 (23.57) 5.3 (12.49) -8.8 (24.45) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) -11.1 (20.57) 0.0 (0.00) -16.7 (23.57) 2.0 (8.08) -11.8 (20.21) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 0 0, 0 -33, 0 0, 33 -67, 0 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 4.4 (11.73) -8.9 (23.46) 16.7 (23.57) 0.0 (0.00) 5.9 (13.10) -7.8 (22.14) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 4.4 (11.73) -8.9 (23.46) 16.7 (23.57) 0.0 (0.00) 5.9 (13.10) -7.8 (22.14) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 0 0, 33 -67, 33 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) -11.1 (20.57) 16.7 (23.57) 0.0 (0.00) 3.9 (11.07) -9.8 (19.60) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 33 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 4.8 (12.10) -9.5 (24.21) 0.0 (0.00) -16.7 (23.57) 4.2 (11.39) -10.4 (23.47) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 7.7 (14.62) -7.7 (27.74) 16.7 (23.57) 0.0 (0.00) 8.9 (15.26) -6.7 (25.82) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 7.7 (14.62) -7.7 (27.74) 0.0 (0.00) -16.7 (23.57) 6.7 (13.80) -8.9 (26.63) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 7.7 (14.62) -7.7 (27.74) 0.0 (NE) 0.0 (NE) 7.1 (14.19) -7.1 (26.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 13.9 (22.29) 0.0 (28.43) 0.0 (0.00) -16.7 (23.57) 11.9 (21.11) -2.4 (27.62) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 16.7 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 0 -33, 0 0, 67 -67, 33 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 8.3 (15.08) -5.6 (27.83) 33.3 (47.14) 16.7 (23.57) 11.9 (21.11) -2.4 (27.62) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 0.0, 66.7 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 10.0 (16.10) -3.3 (29.19) 16.7 (23.57) 0.0 (0.00) 11.1 (16.41) -2.8 (26.43) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 0 0, 33 -67, 33 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 7.4 (14.70) -7.4 (27.78) 16.7 (23.57) 0.0 (0.00) 9.1 (15.57) -6.1 (25.03) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) -12.5 (24.80) 33.3 (NE) 0.0 (NE) 3.7 (11.11) -11.1 (23.57) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 33.3, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 33, 33 0, 0 0, 33 -67, 0 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 9.5 (16.27) -4.8 (35.63) 33.3 (NE) 0.0 (NE) 12.5 (17.25) -4.2 (33.03) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 33.3 33.3, 33.3 0.0, 0.0 0.0, 33.3 -16.7, 16.7 

Min, Max 0, 33 -67, 33 33, 33 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4655



Protocol BGB-A317-303 Page 483 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (17.21) 5.6 (25.09) 66.7 (NE) 33.3 (NE) 19.0 (26.23) 9.5 (25.20) 

Median 0.0 0.0 66.7 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3 66.7, 66.7 33.3, 33.3 0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 -33, 33 67, 67 33, 33 0, 67 -33, 33 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (17.21) 5.6 (25.09) 0.0 (NE) -33.3 (NE) 9.5 (16.27) 0.0 (27.22) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 33.3 

Min, Max 0, 33 -33, 33 0, 0 -33, -33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) -33.3 (NE) 4.8 (12.60) -4.8 (23.00) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, -33 0, 33 -33, 33 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (17.21) 5.6 (25.09) 0.0 (NE) -33.3 (NE) 9.5 (16.27) 0.0 (27.22) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 33.3 

Min, Max 0, 33 -33, 33 0, 0 -33, -33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (17.21) 5.6 (25.09) 0.0 (NE) -33.3 (NE) 9.5 (16.27) 0.0 (27.22) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 33.3 

Min, Max 0, 33 -33, 33 0, 0 -33, -33 0, 33 -33, 33 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 20.0 (29.81) 13.3 (38.01) 0.0 (NE) -33.3 (NE) 16.7 (27.89) 5.6 (38.97) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 33.3 

Min, Max 0, 67 -33, 67 0, 0 -33, -33 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 16.7 (19.25) 16.7 (19.25)   16.7 (19.25) 16.7 (19.25) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 22.2 (19.25) 22.2 (19.25)   22.2 (19.25) 22.2 (19.25) 

Median 33.3 33.3   33.3 33.3 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 33.3 (47.14) 33.3 (47.14)   33.3 (47.14) 33.3 (47.14) 

Median 33.3 33.3   33.3 33.3 

Q1, Q3 0.0, 66.7 0.0, 66.7   0.0, 66.7 0.0, 66.7 

Min, Max 0, 67 0, 67   0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 16.7 (23.57)   16.7 (23.57) 16.7 (23.57) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 16.7 (23.57)   16.7 (23.57) 16.7 (23.57) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4662



Protocol BGB-A317-303 Page 490 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Insomnia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 18.3 (25.66) 6.9 (25.46) 20.0 (27.45) 2.9 (26.46) 18.9 (26.23) 5.5 (25.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -33, 67 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 12.7 (22.02)  10.0 (17.46)  11.9 (20.71)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 67  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 15.2 (23.25) 3.4 (18.53) 8.7 (16.46) -0.8 (17.14) 13.3 (21.61) 2.2 (18.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 13.7 (23.21) 2.3 (21.02) 11.0 (19.43) 1.4 (20.80) 12.9 (22.19) 2.0 (20.92) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 67 0, 100 -33, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 9.4 (19.07) -1.0 (20.65) 4.5 (13.62) -4.5 (17.00) 8.2 (17.95) -1.9 (19.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -67, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 8.7 (17.04) -1.4 (19.35) 4.6 (11.69) -3.7 (15.49) 7.8 (16.04) -1.9 (18.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 7.8 (16.87) -1.6 (19.63) 6.1 (13.06) -3.0 (15.28) 7.4 (16.03) -1.9 (18.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 7.8 (15.78) -1.8 (19.16) 7.9 (23.34) -1.6 (26.82) 7.8 (17.29) -1.7 (20.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 9.7 (16.82) -0.4 (22.19) 13.0 (25.92) 3.7 (25.28) 10.3 (18.55) 0.3 (22.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 8.8 (18.18) -0.4 (19.48) 13.7 (29.01) 5.9 (21.20) 9.6 (20.39) 0.7 (19.83) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 6.8 (15.74) -1.9 (18.86) 11.1 (27.22) 2.2 (19.79) 7.5 (18.18) -1.2 (18.97) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 5.4 (12.37) -3.4 (17.41) 13.3 (27.60) 4.4 (21.33) 6.8 (16.26) -2.0 (18.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 7.0 (13.68) -1.6 (19.49) 16.7 (33.97) 7.1 (26.73) 8.8 (19.14) 0.0 (21.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 6.5 (14.80) -1.2 (19.03) 14.8 (33.79) 11.1 (23.57) 7.7 (18.42) 0.5 (19.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 0, 67 0, 100 -67, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 4.2 (12.81) -3.6 (17.61) 14.8 (33.79) 11.1 (23.57) 5.6 (17.25) -1.5 (19.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 0, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 6.9 (15.13) -1.3 (18.45) 14.8 (33.79) 11.1 (23.57) 8.1 (18.78) 0.5 (19.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 0, 67 0, 100 -67, 67 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 4.7 (13.49) -2.7 (17.61) 12.5 (24.80) 8.3 (23.57) 5.7 (15.47) -1.1 (18.70) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 0, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4676



Protocol BGB-A317-303 Page 504 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 2.7 (9.13) -4.7 (17.83) 20.8 (39.59) 16.7 (30.86) 5.2 (17.44) -1.7 (21.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 0, 67 0, 100 -67, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 4.7 (11.68) -2.7 (16.27) 16.7 (35.63) 12.5 (24.80) 6.3 (17.05) -0.6 (18.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 0, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 4.9 (13.73) -2.8 (19.25) 25.0 (46.29) 20.8 (39.59) 7.7 (22.01) 0.6 (24.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 50.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 0, 100 0, 100 -67, 100 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 3.6 (10.49) -3.6 (17.54) 8.3 (23.57) 4.2 (27.82) 4.3 (13.03) -2.5 (19.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 3.7 (10.59) -3.0 (17.15) 12.5 (35.36) 8.3 (23.57) 5.0 (16.53) -1.3 (18.45) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 0, 67 0, 100 -67, 67 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 4.5 (13.62) -2.3 (19.55) 6.7 (14.91) 0.0 (0.00) 4.8 (13.61) -2.0 (18.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 33 0, 0 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 4.4 (11.42) -2.6 (19.58) 0.0 (0.00) -6.7 (14.91) 3.9 (10.81) -3.1 (18.99) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 2.7 (12.12) -3.6 (20.46) 0.0 (0.00) -6.7 (14.91) 2.4 (11.39) -4.0 (19.76) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 0 -33, 0 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 1.9 (7.85) -4.8 (18.33) 13.3 (29.81) 6.7 (14.91) 3.3 (12.63) -3.3 (18.18) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 3.0 (9.73) -4.0 (20.00) 0.0 (0.00) -6.7 (14.91) 2.6 (9.11) -4.4 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 4.0 (13.84) -3.0 (22.61) 26.7 (27.89) 20.0 (18.26) 7.0 (17.60) 0.0 (23.25) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 0, 33 0, 67 -67, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 2.0 (8.08) -5.1 (18.86) 6.7 (14.91) 0.0 (0.00) 2.6 (9.11) -4.4 (17.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 4.3 (11.36) -3.2 (21.70) 13.3 (29.81) 6.7 (14.91) 5.6 (14.91) -1.9 (21.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 4.8 (14.95) -3.6 (24.58) 13.3 (18.26) 6.7 (14.91) 6.1 (15.49) -2.0 (23.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 0, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 4.9 (12.07) -3.7 (21.35) 20.0 (29.81) 13.3 (18.26) 7.3 (16.36) -1.0 (21.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 4.0 (11.06) -5.3 (22.93) 13.3 (29.81) 6.7 (14.91) 5.6 (15.37) -3.3 (22.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 4.3 (11.48) -2.9 (22.28) 13.3 (29.81) 6.7 (14.91) 6.0 (15.85) -1.2 (21.24) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 4.3 (11.48) -2.9 (22.28) 22.2 (38.49) 11.1 (19.25) 6.4 (16.38) -1.3 (22.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) -6.3 (20.05) 22.2 (38.49) 11.1 (19.25) 4.2 (14.95) -4.2 (20.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 3.2 (10.03) -4.8 (21.82) 22.2 (38.49) 11.1 (19.25) 5.6 (16.05) -2.8 (21.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) -6.3 (20.05) 11.1 (19.25) 0.0 (0.00) 2.8 (9.41) -5.6 (18.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 0 0, 33 -67, 33 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 6.3 (13.41) -1.6 (24.67) 22.2 (38.49) 11.1 (19.25) 8.3 (17.72) 0.0 (24.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 6.3 (13.41) -1.6 (22.30) 11.1 (19.25) 0.0 (0.00) 6.9 (13.83) -1.4 (20.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 0 0, 33 -67, 33 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 6.3 (13.41) -1.6 (22.30) 22.2 (38.49) 11.1 (19.25) 8.3 (17.72) 0.0 (21.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 7.0 (13.96) -1.8 (23.50) 11.1 (19.25) 0.0 (0.00) 7.6 (14.30) -1.5 (21.77) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 0 0, 33 -67, 33 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 7.4 (18.28) -1.9 (26.75) 33.3 (57.74) 22.2 (38.49) 11.1 (26.53) 1.6 (28.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 0, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 7.4 (14.26) -1.9 (24.18) 22.2 (38.49) 11.1 (19.25) 9.5 (18.69) 0.0 (23.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 5.6 (12.78) -3.7 (22.55) 22.2 (38.49) 11.1 (19.25) 7.9 (17.97) -1.6 (22.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 3.7 (10.78) -5.6 (20.61) 22.2 (38.49) 11.1 (19.25) 6.3 (17.06) -3.2 (20.83) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 7.4 (18.28) -1.9 (26.75) 16.7 (23.57) 16.7 (23.57) 8.3 (18.34) 0.0 (26.49) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 0, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 3.7 (10.78) -5.6 (20.61) 16.7 (23.57) 16.7 (23.57) 5.0 (12.21) -3.3 (21.36) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 33 0, 33 -67, 33 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 3.9 (11.07) -5.9 (21.20) 0.0 (0.00) 0.0 (0.00) 3.5 (10.51) -5.3 (20.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 3.9 (11.07) -5.9 (21.20) 0.0 (0.00) 0.0 (0.00) 3.5 (10.51) -5.3 (20.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 9.8 (19.60) 0.0 (28.87) 0.0 (0.00) 0.0 (0.00) 8.8 (18.73) 0.0 (27.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 0 0, 0 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 15.6 (30.52) 4.4 (39.57) 0.0 (0.00) 0.0 (0.00) 13.7 (29.01) 3.9 (37.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 0 0, 0 0, 100 -67, 100 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 8.9 (15.26) -2.2 (26.63) 0.0 (0.00) 0.0 (0.00) 7.8 (14.57) -2.0 (24.92) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 8.9 (19.79) -2.2 (29.46) 0.0 (0.00) 0.0 (0.00) 7.8 (18.74) -2.0 (27.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 0 0, 0 0, 67 -67, 67 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 8.9 (19.79) -2.2 (29.46) 0.0 (0.00) 0.0 (0.00) 7.8 (18.74) -2.0 (27.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 0 0, 0 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 2.4 (8.91) -9.5 (20.37) 0.0 (0.00) 0.0 (0.00) 2.1 (8.33) -8.3 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) -10.3 (21.01) 0.0 (0.00) 0.0 (0.00) 2.2 (8.61) -8.9 (19.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 7.7 (19.97) -5.1 (29.96) 16.7 (23.57) 16.7 (23.57) 8.9 (19.79) -2.2 (29.46) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 0, 33 0, 67 -67, 67 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 7.7 (19.97) -5.1 (32.90) 0.0 (NE) 0.0 (NE) 7.1 (19.30) -4.8 (31.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -67, 67 0, 0 0, 0 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) -11.1 (21.71) 0.0 (0.00) 0.0 (0.00) 2.4 (8.91) -9.5 (20.37) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) -11.1 (21.71) 16.7 (23.57) 16.7 (23.57) 4.8 (12.10) -7.1 (23.31) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 33 0, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 3.3 (10.54) -13.3 (23.31) 0.0 (0.00) 0.0 (0.00) 2.8 (9.62) -11.1 (21.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 11.1 (23.57) -7.4 (36.43) 0.0 (0.00) 0.0 (0.00) 9.1 (21.56) -6.1 (32.72) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -67, 67 0, 0 0, 0 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 4.2 (11.79) -12.5 (30.54) 33.3 (NE) 33.3 (NE) 7.4 (14.70) -7.4 (32.39) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 33, 33 33, 33 0, 33 -67, 33 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -4.8 (23.00) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -4.2 (21.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (27.22) 5.6 (32.77) 0.0 (NE) 0.0 (NE) 9.5 (25.20) 4.8 (29.99) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 0.0 (0.00) -6.7 (14.91) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -5.6 (13.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 0.0 (47.14)   16.7 (23.57) 0.0 (47.14) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 0.0, 33.3 -33.3, 33.3   0.0, 33.3 -33.3, 33.3 

Min, Max 0, 33 -33, 33   0, 33 -33, 33 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4707



Protocol BGB-A317-303 Page 535 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Appetite Loss 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 18.3 (25.99) 6.4 (26.55) 18.6 (25.15) 9.0 (22.64) 18.4 (25.64) 7.3 (25.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 33.3 

Min, Max 0, 100 -100, 67 0, 100 -33, 67 0, 100 -100, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 11.2 (20.93)  8.9 (16.33)  10.5 (19.61)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 0.0  0.0, 33.3  

Min, Max 0, 100  0, 67  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 12.0 (20.98) 1.4 (17.86) 7.9 (16.86) -1.2 (15.90) 10.8 (19.89) 0.6 (17.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 12.2 (22.69) 1.1 (22.00) 9.5 (18.94) 1.4 (19.19) 11.4 (21.68) 1.2 (21.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 9.9 (18.81) -1.0 (21.85) 6.1 (13.01) 0.0 (16.07) 9.0 (17.58) -0.8 (20.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 33 -33, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 9.3 (17.81) -1.9 (20.24) 5.6 (14.91) 0.0 (15.94) 8.4 (17.21) -1.5 (19.31) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 6.5 (15.49) -4.0 (19.27) 3.0 (9.73) -3.0 (15.28) 5.7 (14.38) -3.8 (18.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 7.1 (13.72) -3.5 (16.55) 7.9 (23.34) 3.2 (27.70) 7.2 (15.79) -2.3 (19.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 6.0 (13.82) -4.9 (17.08) 5.6 (12.78) 0.0 (19.80) 5.9 (13.59) -4.0 (17.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 7.1 (17.34) -3.8 (18.37) 3.9 (11.07) -2.0 (18.52) 6.5 (16.41) -3.4 (18.31) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -33, 33 0, 100 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 6.3 (14.32) -3.4 (18.21) 8.9 (26.63) 2.2 (32.04) 6.7 (16.99) -2.4 (21.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 6.4 (13.21) -3.4 (16.43) 6.7 (13.80) 0.0 (17.82) 6.4 (13.23) -2.8 (16.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 5.4 (13.76) -3.2 (16.76) 7.1 (19.30) 0.0 (22.65) 5.7 (14.80) -2.6 (17.86) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 7.1 (13.80) -0.6 (14.90) 3.7 (11.11) -7.4 (14.70) 6.7 (13.44) -1.5 (14.94) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 6.0 (12.88) -1.8 (14.80) 3.7 (11.11) -7.4 (14.70) 5.6 (12.60) -2.6 (14.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 5.7 (14.23) -2.5 (14.40) 3.7 (11.11) -7.4 (14.70) 5.4 (13.76) -3.2 (14.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 -33, 0 0, 67 -33, 33 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 6.0 (14.58) -1.3 (16.44) 4.2 (11.79) -8.3 (15.43) 5.7 (14.15) -2.3 (16.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 -33, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 4.7 (13.49) -2.7 (16.27) 4.2 (11.79) -8.3 (15.43) 4.6 (13.17) -3.4 (16.15) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 -33, 0 0, 67 -33, 33 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 3.3 (10.10) -4.0 (14.51) 8.3 (15.43) -4.2 (21.36) 4.0 (10.95) -4.0 (15.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 4.2 (11.14) -2.8 (16.61) 8.3 (15.43) -4.2 (21.36) 4.8 (11.77) -3.0 (17.15) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 2.2 (8.32) -4.3 (13.35) 4.2 (11.79) -8.3 (15.43) 2.5 (8.81) -4.9 (13.59) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 1.5 (6.95) -5.2 (14.13) 4.2 (11.79) -8.3 (15.43) 1.9 (7.78) -5.7 (14.23) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 3.0 (12.07) -3.8 (17.92) 0.0 (0.00) -6.7 (14.91) 2.7 (11.46) -4.1 (17.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 -33, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 3.5 (12.94) -3.5 (16.96) 6.7 (14.91) 0.0 (0.00) 3.9 (13.03) -3.1 (15.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 0 0, 67 -33, 67 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 2.7 (12.12) -4.5 (21.03) 6.7 (14.91) 0.0 (0.00) 3.2 (12.34) -4.0 (19.76) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 0, 0 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 0.0 (0.00) -7.6 (16.34) 20.0 (29.81) 13.3 (29.81) 2.5 (11.66) -5.0 (19.32) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 67 0, 67 0, 67 -67, 67 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 0.0 (0.00) -8.1 (16.73) 6.7 (14.91) 0.0 (0.00) 0.9 (5.41) -7.0 (15.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 33 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 0.0 (0.00) -8.1 (16.73) 13.3 (18.26) 6.7 (14.91) 1.8 (7.54) -6.1 (17.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 33 0, 33 0, 33 -67, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 0.0 (0.00) -8.1 (16.73) 13.3 (18.26) 6.7 (14.91) 1.8 (7.54) -6.1 (17.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 33 0, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 3.2 (13.21) -4.3 (14.25) 6.7 (14.91) 0.0 (0.00) 3.7 (13.28) -3.7 (13.28) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 0, 0 0, 67 -33, 33 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 1.2 (6.30) -7.1 (18.94) 6.7 (14.91) 0.0 (0.00) 2.0 (8.08) -6.1 (17.59) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 1.2 (6.42) -4.9 (15.20) 13.3 (18.26) 6.7 (14.91) 3.1 (9.87) -3.1 (15.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 1.3 (6.67) -5.3 (12.47) 0.0 (0.00) -6.7 (14.91) 1.1 (6.09) -5.6 (12.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 0.0 (0.00) -5.8 (12.92) 6.7 (14.91) 0.0 (0.00) 1.2 (6.30) -4.8 (11.88) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 0 0, 33 -33, 0 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 0.0 (0.00) -5.8 (12.92) 11.1 (19.25) 0.0 (0.00) 1.3 (6.54) -5.1 (12.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) -6.3 (13.41) 11.1 (19.25) 0.0 (0.00) 1.4 (6.80) -5.6 (12.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 0 0, 33 -33, 0 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) -6.3 (13.41) 11.1 (19.25) 0.0 (0.00) 1.4 (6.80) -5.6 (12.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) -6.3 (13.41) 11.1 (19.25) 0.0 (0.00) 1.4 (6.80) -5.6 (12.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 0 0, 33 -33, 0 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) -6.3 (13.41) 0.0 (0.00) -11.1 (19.25) 0.0 (0.00) -6.9 (13.83) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) -6.3 (13.41) 0.0 (0.00) -11.1 (19.25) 0.0 (0.00) -6.9 (13.83) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) -4.8 (15.94) 33.3 (33.33) 22.2 (38.49) 5.6 (16.05) -1.4 (20.80) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 0.0 (0.00) -7.0 (13.96) 0.0 (0.00) -11.1 (19.25) 0.0 (0.00) -7.6 (14.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) -7.4 (14.26) 0.0 (0.00) -11.1 (19.25) 0.0 (0.00) -7.9 (14.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) -7.4 (14.26) 0.0 (0.00) -11.1 (19.25) 0.0 (0.00) -7.9 (14.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) -7.4 (14.26) 11.1 (19.25) 0.0 (33.33) 1.6 (7.27) -6.3 (17.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) -7.4 (14.26) 0.0 (0.00) -11.1 (19.25) 0.0 (0.00) -7.9 (14.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 0.0 (0.00) -7.4 (14.26) 0.0 (0.00) -16.7 (23.57) 0.0 (0.00) -8.3 (14.81) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 0.0 (0.00) -7.4 (14.26) 0.0 (0.00) -16.7 (23.57) 0.0 (0.00) -8.3 (14.81) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 0.0 (0.00) -7.8 (14.57) 0.0 (0.00) -16.7 (23.57) 0.0 (0.00) -8.8 (15.08) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 0.0 (0.00) -7.8 (14.57) 0.0 (0.00) -16.7 (23.57) 0.0 (0.00) -8.8 (15.08) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 0.0 (0.00) -7.8 (14.57) 0.0 (0.00) -16.7 (23.57) 0.0 (0.00) -8.8 (15.08) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) -8.9 (15.26) 0.0 (0.00) -16.7 (23.57) 0.0 (0.00) -9.8 (15.66) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) -8.9 (15.26) 0.0 (0.00) -16.7 (23.57) 0.0 (0.00) -9.8 (15.66) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) -8.9 (15.26) 0.0 (0.00) -16.7 (23.57) 0.0 (0.00) -9.8 (15.66) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) -8.9 (15.26) 0.0 (0.00) -16.7 (23.57) 0.0 (0.00) -9.8 (15.66) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 0.0 (0.00) -9.5 (15.63) 0.0 (0.00) -16.7 (23.57) 0.0 (0.00) -10.4 (15.96) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) -10.3 (16.01) 0.0 (0.00) -16.7 (23.57) 0.0 (0.00) -11.1 (16.27) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) -7.7 (19.97) 16.7 (23.57) 0.0 (0.00) 4.4 (11.73) -6.7 (18.69) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 0 0, 33 -33, 33 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 2.6 (9.25) -7.7 (19.97) 33.3 (NE) 0.0 (NE) 4.8 (12.10) -7.1 (19.30) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 33.3, 33.3 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 33, 33 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4742



Protocol BGB-A317-303 Page 570 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) -5.6 (19.25) 0.0 (0.00) -16.7 (23.57) 2.4 (8.91) -7.1 (19.30) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) -5.6 (19.25) 0.0 (0.00) -16.7 (23.57) 2.4 (8.91) -7.1 (19.30) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 3.3 (10.54) -3.3 (18.92) 0.0 (0.00) -16.7 (23.57) 2.8 (9.62) -5.6 (19.25) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 0.0 (0.00) -7.4 (14.70) 0.0 (0.00) -16.7 (23.57) 0.0 (0.00) -9.1 (15.57) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) -8.3 (15.43) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -7.4 (14.70) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) 0.0 (19.25) 0.0 (NE) 0.0 (NE) 4.2 (11.79) 0.0 (17.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (17.21) 5.6 (13.61) 0.0 (NE) 0.0 (NE) 9.5 (16.27) 4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 0.0 (0.00) -6.7 (14.91) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -5.6 (13.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 16.7 (23.57)   16.7 (23.57) 16.7 (23.57) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 16.7 (23.57)   16.7 (23.57) 16.7 (23.57) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Constipation 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 12.1 (22.89) 1.7 (22.42) 11.9 (24.10) 2.9 (23.90) 12.0 (23.25) 2.1 (22.89) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 2.4 (8.57)  4.1 (12.04)  2.9 (9.80)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 33  0, 67  0, 67  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 1.4 (6.63) -0.9 (7.89) 4.0 (13.10) -0.4 (10.97) 2.2 (9.13) -0.7 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 -33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 1.9 (8.54) -0.2 (9.11) 3.3 (11.56) -1.4 (13.23) 2.3 (9.50) -0.5 (10.44) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -33, 67 0, 67 -33, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 3.3 (10.00) 1.0 (11.65) 2.3 (8.50) -1.5 (10.05) 3.0 (9.63) 0.4 (11.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 3.6 (10.33) 1.4 (11.66) 1.9 (7.74) -0.9 (12.56) 3.2 (9.80) 0.8 (11.87) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 1.9 (7.70) -0.6 (10.22) 4.0 (11.05) 1.0 (13.14) 2.4 (8.62) -0.2 (10.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 1.1 (5.89) -1.8 (10.22) 3.2 (10.03) -1.6 (12.81) 1.4 (6.83) -1.7 (10.67) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 2.2 (8.41) -0.4 (11.78) 0.0 (0.00) -3.7 (10.78) 1.9 (7.70) -0.9 (11.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 2.5 (8.84) 0.4 (11.24) 2.0 (8.08) 0.0 (0.00) 2.4 (8.67) 0.3 (10.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 0 0, 33 -33, 33 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 3.4 (10.14) 1.4 (12.04) 0.0 (0.00) 0.0 (0.00) 2.8 (9.27) 1.2 (10.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 2.5 (10.49) 0.5 (12.21) 0.0 (0.00) 0.0 (0.00) 2.0 (9.53) 0.4 (11.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 0.5 (4.23) -1.1 (8.47) 2.4 (8.91) 2.4 (8.91) 0.9 (5.37) -0.4 (8.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 3.0 (9.59) 1.2 (12.66) 0.0 (0.00) 0.0 (0.00) 2.6 (8.95) 1.0 (11.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 0.6 (4.45) -1.2 (8.91) 0.0 (0.00) 0.0 (0.00) 0.5 (4.13) -1.0 (8.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4765



Protocol BGB-A317-303 Page 593 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 1.9 (7.78) 0.0 (9.25) 0.0 (0.00) 0.0 (0.00) 1.6 (7.21) 0.0 (8.54) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 0.0 (0.00) -2.0 (8.00) 4.2 (11.79) 4.2 (11.79) 0.6 (4.38) -1.1 (8.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 2.7 (9.13) 0.7 (12.58) 4.2 (11.79) 4.2 (11.79) 2.9 (9.44) 1.1 (12.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 2.0 (8.00) 0.0 (11.66) 0.0 (0.00) 0.0 (0.00) 1.7 (7.45) 0.0 (10.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 2.1 (10.67) 0.0 (13.75) 0.0 (0.00) 0.0 (0.00) 1.8 (9.89) 0.0 (12.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 0.7 (4.91) -1.4 (9.83) 0.0 (0.00) 0.0 (0.00) 0.6 (4.54) -1.2 (9.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 1.5 (6.95) -0.7 (11.21) 0.0 (0.00) 0.0 (0.00) 1.3 (6.41) -0.6 (10.32) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 3.0 (9.69) 0.8 (13.43) 0.0 (0.00) 0.0 (0.00) 2.7 (9.22) 0.7 (12.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 0.9 (5.41) -1.8 (10.81) 0.0 (0.00) 0.0 (0.00) 0.8 (5.08) -1.6 (10.17) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 1.8 (7.64) -0.9 (12.39) 0.0 (0.00) 0.0 (0.00) 1.6 (7.18) -0.8 (11.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 0.0 (0.00) -2.9 (9.47) 13.3 (18.26) 13.3 (18.26) 1.7 (7.36) -0.8 (11.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 1.0 (5.80) -2.0 (11.61) 6.7 (14.91) 6.7 (14.91) 1.8 (7.54) -0.9 (12.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 0.0 (0.00) -3.0 (9.73) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.6 (9.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 0.0 (0.00) -3.0 (9.73) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -2.6 (9.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 2.2 (8.32) 0.0 (12.17) 13.3 (18.26) 13.3 (18.26) 3.7 (10.62) 1.9 (13.67) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 1.2 (6.30) 0.0 (9.07) 0.0 (0.00) 0.0 (0.00) 1.0 (5.80) 0.0 (8.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 2.5 (8.90) 1.2 (11.25) 6.7 (14.91) 6.7 (14.91) 3.1 (9.87) 2.1 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 0.0 (0.00) -1.3 (6.67) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -1.1 (6.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 1.4 (6.95) 1.4 (6.95) 0.0 (0.00) 0.0 (0.00) 1.3 (6.54) 1.3 (6.54) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) 1.6 (7.27) 11.1 (19.25) 11.1 (19.25) 2.8 (9.41) 2.8 (9.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 33 0, 33 0, 33 0, 33 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4777



Protocol BGB-A317-303 Page 605 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) 1.6 (7.27) 0.0 (0.00) 0.0 (0.00) 1.4 (6.80) 1.4 (6.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 1.8 (7.65) 1.8 (7.65) 0.0 (0.00) 0.0 (0.00) 1.5 (7.11) 1.5 (7.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 1.9 (7.86) 1.9 (7.86) 0.0 (0.00) 0.0 (0.00) 1.6 (7.27) 1.6 (7.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 1.9 (7.86) 1.9 (7.86) 0.0 (0.00) 0.0 (0.00) 1.7 (7.45) 1.7 (7.45) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 16.7 (23.57) 16.7 (23.57) 1.7 (7.45) 1.7 (7.45) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 33 0, 33 0, 33 0, 33 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 2.0 (8.08) 2.0 (8.08) 16.7 (23.57) 16.7 (23.57) 3.5 (10.51) 3.5 (10.51) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 33 0, 33 0, 33 0, 33 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 16.7 (23.57) 16.7 (23.57) 1.8 (7.65) 1.8 (7.65) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 33 0, 33 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) 2.2 (8.61) 16.7 (23.57) 16.7 (23.57) 3.9 (11.07) 3.9 (11.07) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 33 0, 33 0, 33 0, 33 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) 2.2 (8.61) 0.0 (0.00) 0.0 (0.00) 2.0 (8.08) 2.0 (8.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) 2.2 (8.61) 0.0 (0.00) 0.0 (0.00) 2.0 (8.08) 2.0 (8.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) 2.8 (9.62) 0.0 (0.00) 0.0 (0.00) 2.4 (8.91) 2.4 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 3.3 (10.54) 3.3 (10.54) 0.0 (0.00) 0.0 (0.00) 2.8 (9.62) 2.8 (9.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 3.7 (11.11) 3.7 (11.11) 0.0 (0.00) 0.0 (0.00) 3.0 (10.05) 3.0 (10.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (27.22) 11.1 (27.22) 0.0 (NE) 0.0 (NE) 9.5 (25.20) 9.5 (25.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 0, 67 0, 0 0, 0 0, 67 0, 67 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 5.6 (13.61) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 5.6 (13.61) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Diarrhoea 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 3.2 (10.68) 0.7 (11.13) 5.2 (16.68) 1.4 (17.43) 3.9 (13.03) 1.0 (13.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 30.5 (28.52)  35.1 (30.95)  31.9 (29.33)  

Median 33.3  33.3  33.3  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 29.6 (30.42) -0.5 (23.07) 32.9 (32.52) -2.4 (23.02) 30.6 (31.04) -1.1 (23.03) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 50.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -67, 67 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 175 175 70 70 245 245 

Mean (SD) 29.0 (30.32) -1.3 (23.80) 32.9 (30.82) 0.0 (27.80) 30.1 (30.45) -1.0 (24.96) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 100 0, 100 -67, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 26.2 (28.94) -4.8 (20.72) 28.8 (31.00) -3.8 (22.98) 26.9 (29.40) -4.6 (21.25) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -16.7, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 28.1 (30.31) -3.3 (17.88) 29.6 (31.65) -2.8 (24.40) 28.5 (30.52) -3.2 (19.47) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -16.7, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 33 0, 100 -67, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 26.2 (29.68) -3.7 (20.64) 31.3 (29.98) -3.0 (21.02) 27.4 (29.73) -3.6 (20.66) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 24.5 (29.40) -5.3 (20.91) 31.7 (26.82) -3.2 (23.34) 25.8 (28.97) -4.9 (21.29) 

Median 16.7 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 33 0, 100 -67, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 24.7 (29.10) -5.2 (20.66) 37.0 (32.11) 0.0 (22.87) 26.8 (29.83) -4.4 (21.02) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 25.4 (31.93) -5.0 (20.61) 43.1 (32.84) 5.9 (29.43) 28.5 (32.63) -3.1 (22.61) 

Median 0.0 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 33.3, 66.7 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 26.1 (30.18) -3.9 (20.24) 37.8 (33.01) 0.0 (28.17) 28.2 (30.83) -3.2 (21.72) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 25.0 (29.58) -5.4 (21.25) 31.1 (34.43) -6.7 (28.73) 26.1 (30.38) -5.6 (22.58) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 25.8 (30.43) -4.3 (21.33) 38.1 (34.24) -2.4 (30.56) 28.1 (31.29) -3.9 (23.07) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 25.6 (31.13) -3.6 (25.17) 29.6 (26.06) -7.4 (14.70) 26.2 (30.33) -4.1 (23.94) 

Median 16.7 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 0 0, 100 -67, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 25.0 (31.30) -4.2 (21.14) 25.9 (27.78) -11.1 (16.67) 25.1 (30.64) -5.1 (20.61) 

Median 16.7 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 0 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 27.0 (32.06) -1.9 (24.82) 33.3 (28.87) -3.7 (30.93) 28.0 (31.47) -2.2 (25.52) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 67 0, 100 -67, 67 

 

Cycle 16       

n 50 50 8 8 58 58 

Mean (SD) 25.3 (31.99) -3.3 (23.57) 25.0 (29.55) -12.5 (17.25) 25.3 (31.41) -4.6 (22.90) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 50.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 0 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 23.3 (30.30) -5.3 (21.68) 25.0 (29.55) -12.5 (17.25) 23.6 (29.95) -6.3 (21.13) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 0 0, 100 -67, 33 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 22.0 (29.05) -6.7 (21.30) 29.2 (37.53) -8.3 (15.43) 23.0 (30.08) -6.9 (20.48) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 -16.7, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 0 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 

4812



Protocol BGB-A317-303 Page 640 of 675 
 

Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 21.5 (29.57) -6.9 (23.78) 25.0 (29.55) -12.5 (17.25) 22.0 (29.32) -7.7 (22.91) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 0 0, 100 -67, 33 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 21.0 (29.28) -8.0 (23.50) 25.0 (29.55) -12.5 (17.25) 21.6 (29.07) -8.6 (22.60) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 0 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 23.7 (30.67) -4.4 (24.20) 25.0 (29.55) -12.5 (17.25) 23.9 (30.23) -5.7 (23.33) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 0 0, 100 -33, 67 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 20.5 (29.83) -8.3 (21.72) 20.0 (29.81) -6.7 (14.91) 20.4 (29.51) -8.2 (21.01) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 0 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 22.8 (32.05) -5.3 (19.80) 20.0 (29.81) -6.7 (14.91) 22.5 (31.47) -5.4 (19.15) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 22.5 (30.48) -6.3 (24.64) 20.0 (29.81) -6.7 (14.91) 22.2 (30.06) -6.3 (23.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 33 0, 67 -33, 0 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 21.9 (32.28) -7.6 (18.23) 20.0 (29.81) -6.7 (14.91) 21.7 (31.62) -7.5 (17.68) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 24.2 (32.57) -7.1 (20.00) 20.0 (29.81) -6.7 (14.91) 23.7 (31.87) -7.0 (19.23) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 24.2 (32.57) -7.1 (28.57) 13.3 (18.26) -13.3 (29.81) 22.8 (31.10) -7.9 (28.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -100, 67 0, 33 -67, 0 0, 100 -100, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 19.2 (32.31) -12.1 (26.11) 20.0 (29.81) -6.7 (14.91) 19.3 (31.61) -11.4 (24.84) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -100, 33 0, 67 -33, 0 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 26.9 (33.80) -6.5 (23.44) 20.0 (29.81) -6.7 (14.91) 25.9 (32.96) -6.5 (22.28) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 0 0, 100 -33, 67 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 26.2 (36.69) -7.1 (18.94) 20.0 (29.81) -6.7 (14.91) 25.3 (35.39) -7.1 (18.18) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 23.5 (34.36) -9.9 (25.84) 33.3 (33.33) 6.7 (36.51) 25.0 (33.87) -7.3 (27.74) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -100, 33 0, 67 -33, 67 0, 100 -100, 67 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 24.0 (32.66) -9.3 (18.05) 20.0 (29.81) -6.7 (14.91) 23.3 (31.74) -8.9 (17.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 20.3 (29.71) -10.1 (18.63) 20.0 (29.81) -6.7 (14.91) 20.2 (29.17) -9.5 (17.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 23.2 (29.19) -7.2 (19.99) 22.2 (38.49) -11.1 (19.25) 23.1 (29.47) -7.7 (19.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 22.2 (30.43) -11.1 (19.25) 33.3 (33.33) 0.0 (33.33) 23.6 (30.26) -9.7 (20.80) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 33 0, 100 -33, 33 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 22.2 (30.43) -11.1 (19.25) 22.2 (38.49) -11.1 (19.25) 22.2 (30.56) -11.1 (18.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 17.5 (29.10) -15.9 (29.10) 22.2 (38.49) -11.1 (19.25) 18.1 (29.45) -15.3 (27.77) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -100, 33 0, 67 -33, 0 0, 100 -100, 33 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 22.2 (30.43) -11.1 (19.25) 22.2 (38.49) -11.1 (19.25) 22.2 (30.56) -11.1 (18.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 23.8 (31.87) -9.5 (23.90) 22.2 (38.49) -11.1 (19.25) 23.6 (31.82) -9.7 (23.01) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 50.0 -33.3, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 0 0, 100 -33, 67 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 20.6 (30.69) -12.7 (19.65) 22.2 (38.49) -11.1 (19.25) 20.8 (30.79) -12.5 (19.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 33 0, 67 -33, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 21.1 (31.84) -15.8 (17.10) 33.3 (33.33) 0.0 (33.33) 22.7 (31.52) -13.6 (19.68) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 67 -33, 33 0, 100 -33, 33 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 24.1 (35.80) -13.0 (16.72) 22.2 (38.49) -11.1 (19.25) 23.8 (35.19) -12.7 (16.59) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 67 -33, 0 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 22.2 (32.34) -14.8 (17.04) 22.2 (38.49) -11.1 (19.25) 22.2 (32.20) -14.3 (16.90) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 67 -33, 0 0, 100 -33, 0 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 22.2 (32.34) -14.8 (17.04) 22.2 (38.49) -11.1 (19.25) 22.2 (32.20) -14.3 (16.90) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 67 -33, 0 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 22.2 (32.34) -14.8 (17.04) 22.2 (38.49) -11.1 (19.25) 22.2 (32.20) -14.3 (16.90) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 67 -33, 0 0, 100 -33, 0 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 22.2 (32.34) -14.8 (17.04) 50.0 (23.57) 0.0 (47.14) 25.0 (32.22) -13.3 (19.94) 

Median 0.0 0.0 50.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 66.7 -33.3, 33.3 0.0, 50.0 -33.3, 0.0 

Min, Max 0, 100 -33, 0 33, 67 -33, 33 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 24.1 (31.94) -13.0 (16.72) 50.0 (23.57) 0.0 (47.14) 26.7 (31.72) -11.7 (19.57) 

Median 0.0 0.0 50.0 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 66.7 -33.3, 33.3 0.0, 50.0 -33.3, 0.0 

Min, Max 0, 100 -33, 0 33, 67 -33, 33 0, 100 -33, 33 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 23.5 (32.84) -15.7 (17.15) 33.3 (47.14) -16.7 (23.57) 24.6 (33.04) -15.8 (17.10) 

Median 0.0 0.0 33.3 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 67 -33, 0 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 25.5 (36.38) -13.7 (16.91) 33.3 (47.14) -16.7 (23.57) 26.3 (36.14) -14.0 (16.91) 

Median 0.0 0.0 33.3 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 67 -33, 0 0, 100 -33, 0 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 23.5 (32.84) -15.7 (17.15) 33.3 (47.14) -16.7 (23.57) 24.6 (33.04) -15.8 (17.10) 

Median 0.0 0.0 33.3 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 67 -33, 0 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 26.7 (33.81) -15.6 (17.21) 33.3 (47.14) -16.7 (23.57) 27.5 (33.82) -15.7 (17.15) 

Median 0.0 0.0 33.3 -16.7 0.0 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 67 -33, 0 0, 100 -33, 0 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 26.7 (33.81) -15.6 (17.21) 33.3 (47.14) -16.7 (23.57) 27.5 (33.82) -15.7 (17.15) 

Median 0.0 0.0 33.3 -16.7 0.0 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 67 -33, 0 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 22.2 (32.53) -20.0 (27.60) 33.3 (47.14) -16.7 (23.57) 23.5 (32.84) -19.6 (26.51) 

Median 0.0 0.0 33.3 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -100, 0 0, 67 -33, 0 0, 100 -100, 0 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 31.1 (36.66) -11.1 (16.27) 33.3 (47.14) -16.7 (23.57) 31.4 (36.27) -11.8 (16.42) 

Median 33.3 0.0 33.3 -16.7 33.3 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 67 -33, 0 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 23.8 (33.15) -19.0 (28.39) 33.3 (47.14) -16.7 (23.57) 25.0 (33.33) -18.8 (27.13) 

Median 0.0 0.0 33.3 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 50.0 -33.3, 0.0 

Min, Max 0, 100 -100, 0 0, 67 -33, 0 0, 100 -100, 0 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 33.3 (38.49) -10.3 (16.01) 33.3 (47.14) -16.7 (23.57) 33.3 (37.80) -11.1 (16.27) 

Median 33.3 0.0 33.3 -16.7 33.3 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 67 -33, 0 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 23.1 (34.39) -20.5 (28.99) 50.0 (70.71) 0.0 (0.00) 26.7 (38.21) -17.8 (27.79) 

Median 0.0 0.0 50.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 100.0 0.0, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -100, 0 0, 100 0, 0 0, 100 -100, 0 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 23.1 (34.39) -20.5 (28.99) 33.3 (NE) -66.7 (NE) 23.8 (33.15) -23.8 (30.46) 

Median 0.0 0.0 33.3 -66.7 0.0 -16.7 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 -66.7, -66.7 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -100, 0 33, 33 -67, -67 0, 100 -100, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 33.3 (40.20) -13.9 (17.16) 0.0 (0.00) -50.0 (70.71) 28.6 (38.91) -19.0 (28.39) 

Median 16.7 0.0 0.0 -50.0 0.0 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 0.0, 0.0 -100.0, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 0 -100, 0 0, 100 -100, 0 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 27.8 (39.78) -19.4 (30.01) 16.7 (23.57) -33.3 (47.14) 26.2 (37.39) -21.4 (30.96) 

Median 0.0 0.0 16.7 -33.3 0.0 0.0 

Q1, Q3 0.0, 50.0 -33.3, 0.0 0.0, 33.3 -66.7, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -100, 0 0, 33 -67, 0 0, 100 -100, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 33.3 (41.57) -13.3 (17.21) 33.3 (47.14) -16.7 (23.57) 33.3 (40.20) -13.9 (17.16) 

Median 16.7 0.0 33.3 -16.7 16.7 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 67 -33, 0 0, 100 -33, 0 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 33.3 (40.82) -11.1 (16.67) 33.3 (47.14) -16.7 (23.57) 33.3 (39.44) -12.1 (16.82) 

Median 33.3 0.0 33.3 -16.7 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 67 -33, 0 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 37.5 (41.55) -12.5 (17.25) 0.0 (NE) 0.0 (NE) 33.3 (40.82) -11.1 (16.67) 

Median 33.3 0.0 0.0 0.0 33.3 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 0 0, 0 0, 100 -33, 0 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 38.1 (44.84) -9.5 (16.27) 0.0 (NE) 0.0 (NE) 33.3 (43.64) -8.3 (15.43) 

Median 33.3 0.0 0.0 0.0 16.7 0.0 

Q1, Q3 0.0, 100.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 66.7 -16.7, 0.0 

Min, Max 0, 100 -33, 0 0, 0 0, 0 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 38.9 (38.97) -11.1 (17.21) 0.0 (NE) 0.0 (NE) 33.3 (38.49) -9.5 (16.27) 

Median 33.3 0.0 0.0 0.0 33.3 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 0 0, 0 0, 100 -33, 0 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 27.8 (38.97) -22.2 (40.37) 0.0 (NE) 0.0 (NE) 23.8 (37.09) -19.0 (37.80) 

Median 16.7 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -100, 0 0, 0 0, 0 0, 100 -100, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 38.9 (38.97) -11.1 (17.21) 0.0 (NE) 0.0 (NE) 33.3 (38.49) -9.5 (16.27) 

Median 33.3 0.0 0.0 0.0 33.3 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 0 0, 0 0, 100 -33, 0 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 33.3 (42.16) -16.7 (18.26) 0.0 (NE) 0.0 (NE) 28.6 (40.50) -14.3 (17.82) 

Median 16.7 -16.7 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 0 0, 0 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 38.9 (49.07) -11.1 (17.21) 0.0 (NE) 0.0 (NE) 33.3 (47.14) -9.5 (16.27) 

Median 16.7 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 100.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 100.0 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 0 0, 0 0, 100 -33, 0 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 40.0 (43.46) -13.3 (18.26) 0.0 (NE) 0.0 (NE) 33.3 (42.16) -11.1 (17.21) 

Median 33.3 0.0 0.0 0.0 16.7 0.0 

Q1, Q3 0.0, 66.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 100 -33, 0 0, 0 0, 0 0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 58.3 (50.00) -8.3 (16.67)   58.3 (50.00) -8.3 (16.67) 

Median 66.7 0.0   66.7 0.0 

Q1, Q3 16.7, 100.0 -16.7, 0.0   16.7, 100.0 -16.7, 0.0 

Min, Max 0, 100 -33, 0   0, 100 -33, 0 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 44.4 (50.92) -11.1 (19.25)   44.4 (50.92) -11.1 (19.25) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 0.0, 100.0 -33.3, 0.0   0.0, 100.0 -33.3, 0.0 

Min, Max 0, 100 -33, 0   0, 100 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 33.3 (0.00) 0.0 (0.00)   33.3 (0.00) 0.0 (0.00) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 33.3 (0.00) 0.0 (0.00)   33.3 (0.00) 0.0 (0.00) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) -16.7 (23.57)   16.7 (23.57) -16.7 (23.57) 

Median 16.7 -16.7   16.7 -16.7 

Q1, Q3 0.0, 33.3 -33.3, 0.0   0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0   0, 33 -33, 0 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 33.3 (0.00) 0.0 (0.00)   33.3 (0.00) 0.0 (0.00) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) 0.0 (NE)   33.3 (NE) 0.0 (NE) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 33.3, 33.3 0.0, 0.0   33.3, 33.3 0.0, 0.0 

Min, Max 33, 33 0, 0   33, 33 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.11.1: 

Summary of EORTC QLQ-C30 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Financial Difficulties 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 30.9 (29.82) -1.0 (25.41) 41.0 (32.69) 3.8 (29.78) 34.3 (31.12) 0.7 (27.01) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 33.3, 66.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 67 0, 100 -67, 100 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-11-01-qs-chg-qsc30-pdql-cl.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  23AUG2024 02:12  f-14-02-02-04-11-01-series-c30-cl.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Physical Functioning 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  23AUG2024 02:12  f-14-02-02-04-11-01-series-c30-cl.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Role Functioning 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  23AUG2024 02:12  f-14-02-02-04-11-01-series-c30-cl.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Emotional Functioning 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  23AUG2024 02:12  f-14-02-02-04-11-01-series-c30-cl.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Cognitive Functioning 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  23AUG2024 02:12  f-14-02-02-04-11-01-series-c30-cl.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Social Functioning 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  23AUG2024 02:12  f-14-02-02-04-11-01-series-c30-cl.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  23AUG2024 02:12  f-14-02-02-04-11-01-series-c30-cl.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Nausea and Vomiting 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  23AUG2024 02:12  f-14-02-02-04-11-01-series-c30-cl.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  23AUG2024 02:12  f-14-02-02-04-11-01-series-c30-cl.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  23AUG2024 02:12  f-14-02-02-04-11-01-series-c30-cl.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  23AUG2024 02:12  f-14-02-02-04-11-01-series-c30-cl.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  23AUG2024 02:12  f-14-02-02-04-11-01-series-c30-cl.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  23AUG2024 02:12  f-14-02-02-04-11-01-series-c30-cl.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Diarrhoea 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  23AUG2024 02:12  f-14-02-02-04-11-01-series-c30-cl.rtf 
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Figure 14.2.2.4.11.1:  

Summary of EORTC QLQ-C30 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Financial Difficulties 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for global health status/QoL, physical functioning, role functioning, emotional functioning, cognitive functioning and social functioning are improvements, 

while increases in scores for fatigue, nausea and vomiting, pain, dyspnoea, insomnia, appetite loss, constipation, diarrhea and financial difficulty are deteriorations for C30. Visits 

with at least 10 patients in both treatment arms were displayed in the figure. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-series.sas  23AUG2024 02:12  f-14-02-02-04-11-01-series-c30-cl.rtf 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Global health status / QoL          

   Cycle 4 131  -1.71 (1.58) 44  -4.96 (2.42) 3.25 (-1.96, 

8.46) 

0.19 (-0.12, 

0.50) 

0.2206 

   Cycle 6 107  2.40 (1.56) 33  -3.18 (2.51) 5.57 (0.23, 

10.92) 

0.36 (0.01, 

0.71) 

0.0410 

   Overall Treatment Effect 195 67.96 (19.15) 0.85 (1.32) 84 71.22 (18.52) -3.03 (2.07) 3.88 (-0.36, 

8.12) 

0.30 (-0.03, 

0.64) 

0.0723 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  23AUG2024 03:58  t-14-02-02-04-11-02-eff-mmrmqs-c30-cl.rtf 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Physical Functioning          

   Cycle 4 131  -3.52 (1.24) 44  -1.54 (1.86) -1.98 (-5.96, 

2.01) 

-0.15 (-0.44, 

0.15) 

0.3296 

   Cycle 6 107  -4.43 (1.44) 33  -3.44 (2.33) -0.99 (-6.05, 

4.08) 

-0.07 (-0.41, 

0.28) 

0.7010 

   Overall Treatment Effect 195 86.10 (13.66) -3.57 (1.19) 84 87.97 (12.61) -6.81 (1.86) 3.25 (-0.69, 

7.18) 

0.27 (-0.06, 

0.59) 

0.1051 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Role Functioning          

   Cycle 4 131  -2.80 (1.53) 44  -2.43 (2.30) -0.37 (-5.24, 

4.50) 

-0.02 (-0.33, 

0.28) 

0.8818 

   Cycle 6 107  -5.87 (1.92) 33  -11.34 (3.14) 5.47 (-1.35, 

12.30) 

0.28 (-0.07, 

0.62) 

0.1153 

   Overall Treatment Effect 195 88.99 (17.76) -4.02 (1.58) 84 89.86 (16.06) -7.94 (2.48) 3.92 (-1.33, 

9.18) 

0.24 (-0.08, 

0.56) 

0.1428 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Emotional Functioning          

   Cycle 4 131  -0.53 (1.15) 44  0.63 (1.81) -1.15 (-5.06, 

2.75) 

-0.10 (-0.42, 

0.23) 

0.5605 

   Cycle 6 107  -0.68 (1.33) 33  -1.63 (2.19) 0.95 (-3.84, 

5.75) 

0.07 (-0.28, 

0.41) 

0.6960 

   Overall Treatment Effect 195 88.05 (15.37) -0.52 (0.99) 84 89.95 (14.08) -2.74 (1.59) 2.22 (-1.10, 

5.55) 

0.23 (-0.11, 

0.57) 

0.1883 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  23AUG2024 03:58  t-14-02-02-04-11-02-eff-mmrmqs-c30-cl.rtf 

4867



Protocol BGB-A317-303 Page 5 of 15 
 

Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Cognitive Functioning          

   Cycle 4 131  -0.10 (1.22) 44  -1.10 (1.90) 1.00 (-3.08, 

5.08) 

0.08 (-0.24, 

0.40) 

0.6299 

   Cycle 6 107  -1.74 (1.28) 33  -3.82 (2.08) 2.08 (-2.40, 

6.55) 

0.16 (-0.19, 

0.51) 

0.3615 

   Overall Treatment Effect 195 89.62 (14.69) -0.96 (1.02) 84 91.58 (12.30) -2.94 (1.63) 1.98 (-1.35, 

5.31) 

0.20 (-0.14, 

0.54) 

0.2432 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Social Functioning          

   Cycle 4 131  2.38 (1.77) 44  1.25 (2.73) 1.13 (-4.74, 

7.01) 

0.06 (-0.25, 

0.37) 

0.7039 

   Cycle 6 107  0.72 (1.89) 33  -3.10 (3.04) 3.82 (-2.75, 

10.39) 

0.20 (-0.14, 

0.53) 

0.2524 

   Overall Treatment Effect 195 82.08 (19.70) 1.69 (1.57) 84 79.90 (20.40) -5.02 (2.52) 6.72 (1.47, 

11.96) 

0.44 (0.09, 

0.78) 

0.0123 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Fatigue          

   Cycle 4 131  -0.74 (1.36) 44  -1.07 (2.07) 0.33 (-4.07, 

4.73) 

0.02 (-0.29, 

0.33) 

0.8821 

   Cycle 6 107  0.04 (1.51) 33  -1.38 (2.42) 1.42 (-3.79, 

6.63) 

0.09 (-0.25, 

0.43) 

0.5915 

   Overall Treatment Effect 195 22.06 (18.15) -0.41 (1.36) 84 20.27 (17.57) 4.34 (2.17) -4.75 (-9.35, 

-0.16) 

-0.34 (-0.68, 

-0.01) 

0.0428 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Nausea and Vomiting          

   Cycle 4 131  1.07 (1.13) 44  2.80 (1.77) -1.74 (-5.70, 

2.23) 

-0.13 (-0.43, 

0.17) 

0.3888 

   Cycle 6 107  0.79 (0.98) 33  0.94 (1.57) -0.15 (-3.59, 

3.29) 

-0.01 (-0.34, 

0.31) 

0.9328 

   Overall Treatment Effect 195 3.30 (10.99) 0.36 (0.89) 84 5.33 (10.64) 1.23 (1.55) -0.87 (-4.15, 

2.42) 

-0.10 (-0.48, 

0.28) 

0.6026 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Pain          

   Cycle 4 131  1.80 (1.58) 44  -4.46 (2.45) 6.26 (0.96, 

11.56) 

0.37 (0.06, 

0.68) 

0.0209 

   Cycle 6 107  2.31 (1.60) 33  -2.98 (2.60) 5.28 (-0.32, 

10.89) 

0.33 (-0.02, 

0.68) 

0.0643 

   Overall Treatment Effect 195 17.37 (20.86) 0.53 (1.40) 84 15.64 (19.52) -0.14 (2.27) 0.66 (-4.10, 

5.43) 

0.05 (-0.30, 

0.39) 

0.7841 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Dyspnoea          

   Cycle 4 130  -1.00 (1.70) 44  -0.23 (2.65) -0.78 (-6.44, 

4.89) 

-0.04 (-0.37, 

0.28) 

0.7869 

   Cycle 6 106  -2.39 (1.94) 33  0.81 (3.23) -3.20 (-10.17, 

3.77) 

-0.17 (-0.54, 

0.20) 

0.3655 

   Overall Treatment Effect 194 22.43 (20.88) -1.70 (1.55) 84 20.96 (22.22) 4.01 (2.48) -5.71 (-10.88, 

-0.53) 

-0.38 (-0.73, 

-0.03) 

0.0308 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Insomnia          

   Cycle 4 131  1.28 (1.86) 44  -2.52 (2.94) 3.80 (-2.63, 

10.23) 

0.19 (-0.13, 

0.51) 

0.2447 

   Cycle 6 107  1.42 (1.89) 33  -0.81 (3.17) 2.22 (-4.63, 

9.08) 

0.12 (-0.25, 

0.48) 

0.5229 

   Overall Treatment Effect 195 12.58 (18.90) 0.81 (1.48) 84 16.84 (23.14) 2.71 (2.49) -1.90 (-7.02, 

3.23) 

-0.14 (-0.52, 

0.24) 

0.4662 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Appetite Loss          

   Cycle 4 131  2.24 (1.66) 44  -0.96 (2.62) 3.20 (-2.50, 

8.90) 

0.18 (-0.14, 

0.50) 

0.2697 

   Cycle 6 107  1.97 (1.66) 33  -0.17 (2.78) 2.14 (-3.82, 

8.11) 

0.13 (-0.24, 

0.50) 

0.4786 

   Overall Treatment Effect 195 12.74 (22.02) 2.22 (1.32) 84 9.97 (17.46) 4.23 (2.27) -2.01 (-6.64, 

2.63) 

-0.18 (-0.58, 

0.23) 

0.3935 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Constipation          

   Cycle 4 131  -0.21 (1.66) 44  -2.78 (2.59) 2.56 (-3.05, 

8.18) 

0.14 (-0.17, 

0.46) 

0.3688 

   Cycle 6 107  -2.83 (1.64) 33  -5.42 (2.66) 2.59 (-3.12, 

8.30) 

0.16 (-0.19, 

0.51) 

0.3716 

   Overall Treatment Effect 195 11.16 (20.93) -2.16 (1.33) 84 8.93 (16.33) -3.18 (2.12) 1.02 (-3.32, 

5.36) 

0.08 (-0.26, 

0.43) 

0.6440 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Diarrhoea          

   Cycle 4 131  1.14 (0.87) 44  -0.17 (1.44) 1.31 (-1.87, 

4.48) 

0.14 (-0.20, 

0.49) 

0.4171 

   Cycle 6 107  -0.10 (0.89) 33  1.95 (1.54) -2.05 (-5.43, 

1.34) 

-0.24 (-0.64, 

0.16) 

0.2333 

   Overall Treatment Effect 195 2.36 (8.57) 0.63 (0.62) 84 4.12 (12.04) 1.17 (1.09) -0.54 (-2.84, 

1.75) 

-0.09 (-0.49, 

0.30) 

0.6384 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.2: 

EORTC QLQ-C30: MMRM on change from baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Financial Difficulties          

   Cycle 4 131  -5.34 (2.01) 44  -3.46 (3.05) -1.88 (-8.39, 

4.63) 

-0.09 (-0.40, 

0.22) 

0.5697 

   Cycle 6 107  -4.66 (2.06) 33  -2.54 (3.32) -2.12 (-9.17, 

4.92) 

-0.11 (-0.46, 

0.25) 

0.5526 

   Overall Treatment Effect 195 30.50 (28.52) -5.03 (1.78) 84 35.05 (30.95) -2.13 (2.76) -2.91 (-8.59, 

2.78) 

-0.17 (-0.50, 

0.16) 

0.3152 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

One patient was excluded from Dyspnoea due to missing baseline value of dyspnoea. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. For global health status or functional scales, positive changes from baseline are favorable; for symptom scales, negative 

changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. For global health status or functional scales, positive differences favor tislelizumab arm; 

for symptom scales, negative differences favor tislelizumab arm. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.11.3: 

Analyses of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

 Global Health Status/QOL 214 53 (24.8) NR (12.7, NE) 103 27 (26.2) NR (3.5, NE) 0.640 (0.398, 1.030) 0.0667 

 

 Physical Functioning 214 49 (22.9) NR (NE, NE) 103 25 (24.3) 8.0 (4.6, NE) 0.655 (0.399, 1.074) 0.0904 

 

 Role Functioning 214 54 (25.2) NR (25.1, NE) 103 24 (23.3) 8.0 (4.9, NE) 0.796 (0.487, 1.303) 0.3654 

 

 Emotional Functioning 214 26 (12.1) NR (NE, NE) 103 11 (10.7) NR (8.3, NE) 0.714 (0.344, 1.481) 0.3662 

 

 Cognitive Functioning 214 51 (23.8) NR (23.4, NE) 103 21 (20.4) NR (6.9, NE) 0.800 (0.475, 1.350) 0.4040 

 

 Social Functioning 214 62 (29.0) 27.8 (9.7, NE) 103 21 (20.4) NR (4.9, NE) 1.011 (0.610, 1.676) 0.9424 

 

 Fatigue 214 62 (29.0) NR (14.6, NE) 103 26 (25.2) 19.4 (4.3, NE) 0.883 (0.554, 1.409) 0.5998 

 

 Nausea and Vomiting 214 33 (15.4) NR (NE, NE) 103 10 (9.7) NR (NE, NE) 1.078 (0.524, 2.217) 0.8365 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.2.2.4.11.3: 

Analyses of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

 Pain 214 62 (29.0) NR (13.2, NE) 103 16 (15.5) 35.6 (6.9, NE) 1.515 (0.870, 2.638) 0.1405 

 

 Dyspnoea 214 37 (17.3) NR (NE, NE) 103 19 (18.4) 17.5 (6.9, NE) 0.632 (0.358, 1.116) 0.1115 

 

 Insomnia 214 45 (21.0) NR (NE, NE) 103 14 (13.6) NR (5.7, NE) 1.092 (0.593, 2.012) 0.7839 

 

 Appetite Loss 214 49 (22.9) NR (29.5, NE) 103 14 (13.6) 20.8 (20.8, NE) 1.221 (0.667, 2.237) 0.5190 

 

 Constipation 214 32 (15.0) NR (NE, NE) 103 7 (6.8) NR (11.9, NE) 1.762 (0.773, 4.015) 0.1707 

 

 Diarrhea 214 13 (6.1) NR (NE, NE) 103 5 (4.9) NR (10.4, NE) 0.686 (0.239, 1.972) 0.4822 

 

 Financial Difficulties 214 33 (15.4) NR (NE, NE) 103 14 (13.6) NR (31.5, NE) 0.896 (0.476, 1.687) 0.7309 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Global Health Status/QOL
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T islelizumab: n = 214, events = 53, Median: NR, 95% CI: 12.7 - NE

Docetaxel: n = 103, events = 27, Median: NR, 95% CI: 3.5 - NE

HR (95% CI): 0.640 (0.398, 1.030)

Log-rank test p-value: 0.0667

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Physical Functioning
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T islelizumab: n = 214, events = 49, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 25, Median: 8.0, 95% CI: 4.6 - NE

HR (95% CI): 0.655 (0.399, 1.074)

Log-rank test p-value: 0.0904

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Role Functioning
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T islelizumab: n = 214, events = 54, Median: NR, 95% CI: 25.1 - NE

Docetaxel: n = 103, events = 24, Median: 8.0, 95% CI: 4.9 - NE

HR (95% CI): 0.796 (0.487, 1.303)

Log-rank test p-value: 0.3654

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Emotional Functioning
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T islelizumab: n = 214, events = 26, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 11, Median: NR, 95% CI: 8.3 - NE

HR (95% CI): 0.714 (0.344, 1.481)

Log-rank test p-value: 0.3662

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Cognitive Functioning
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T islelizumab: n = 214, events = 51, Median: NR, 95% CI: 23.4 - NE

Docetaxel: n = 103, events = 21, Median: NR, 95% CI: 6.9 - NE

HR (95% CI): 0.800 (0.475, 1.350)

Log-rank test p-value: 0.4040

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-qs.sas  23AUG2024 00:13  f-14-02-02-04-11-03-km-qs-c30-cl.rtf 

4885



Protocol BGB-A317-303 Page 6 of 15 

Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Social Functioning
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T islelizumab: n = 214, events = 62, Median: 27.8, 95% CI: 9.7 - NE

Docetaxel: n = 103, events = 21, Median: NR, 95% CI: 4.9 - NE

HR (95% CI): 1.011 (0.610, 1.676)

Log-rank test p-value: 0.9424

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Fatigue
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T islelizumab: n = 214, events = 62, Median: NR, 95% CI: 14.6 - NE

Docetaxel: n = 103, events = 26, Median: 19.4, 95% CI: 4.3 - NE

HR (95% CI): 0.883 (0.554, 1.409)

Log-rank test p-value: 0.5998

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Nausea and Vomiting
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T islelizumab: n = 214, events = 33, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.078 (0.524, 2.217)

Log-rank test p-value: 0.8365

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-qs.sas  23AUG2024 00:13  f-14-02-02-04-11-03-km-qs-c30-cl.rtf 

4888



Protocol BGB-A317-303 Page 9 of 15 

Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Pain
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T islelizumab: n = 214, events = 62, Median: NR, 95% CI: 13.2 - NE

Docetaxel: n = 103, events = 16, Median: 35.6, 95% CI: 6.9 - NE

HR (95% CI): 1.515 (0.870, 2.638)

Log-rank test p-value: 0.1405

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Dyspnoea
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T islelizumab: n = 214, events = 37, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 19, Median: 17.5, 95% CI: 6.9 - NE

HR (95% CI): 0.632 (0.358, 1.116)

Log-rank test p-value: 0.1115

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Insomnia
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T islelizumab: n = 214, events = 45, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 14, Median: NR, 95% CI: 5.7 - NE

HR (95% CI): 1.092 (0.593, 2.012)

Log-rank test p-value: 0.7839

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Appetite Loss
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T islelizumab: n = 214, events = 49, Median: NR, 95% CI: 29.5 - NE

Docetaxel: n = 103, events = 14, Median: 20.8, 95% CI: 20.8 - NE

HR (95% CI): 1.221 (0.667, 2.237)

Log-rank test p-value: 0.5190

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Constipation
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T islelizumab: n = 214, events = 32, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 7, Median: NR, 95% CI: 11.9 - NE

HR (95% CI): 1.762 (0.773, 4.015)

Log-rank test p-value: 0.1707

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Diarrhea
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T islelizumab: n = 214, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 5, Median: NR, 95% CI: 10.4 - NE

HR (95% CI): 0.686 (0.239, 1.972)

Log-rank test p-value: 0.4822

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.11.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Financial Difficulties
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T islelizumab: n = 214, events = 33, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 14, Median: NR, 95% CI: 31.5 - NE

HR (95% CI): 0.896 (0.476, 1.687)

Log-rank test p-value: 0.7309

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 30 (21.6) NR (NE, NE) 65 17 (26.2) NR (3.5, NE) 0.623 (0.342, 1.133) 0.1208 

   Age >= 65 Years 75 23 (30.7) 12.7 (5.7, NE) 38 10 (26.3) NR (1.4, NE) 0.734 (0.344, 1.568) 0.4320 

   Interaction        0.6060 

 

Sex         

   Male 166 43 (25.9) NR (12.7, NE) 76 21 (27.6) NR (2.9, NE) 0.607 (0.357, 1.034) 0.0680 

   Female 48 10 (20.8) NR (5.8, NE) 27 6 (22.2) NR (2.9, NE) 0.807 (0.293, 2.224) 0.6863 

   Interaction        0.5992 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 36 (21.4) NR (NE, NE) 88 25 (28.4) NR (2.9, NE) 0.533 (0.318, 0.894) 0.0167 

   White 38 12 (31.6) NR (4.9, NE) 13 2 (15.4) NR (0.8, NE) 1.524 (0.338, 6.871) 0.5804 

   Other 8 5 (62.5) 4.9 (0.8, NE) 2 0 (0.0) NR (NE, NE) 49942401.838 (0.000, 

NE) 

0.1250 

   Interaction        0.3390 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 36 (21.6) NR (NE, NE) 88 25 (28.4) NR (2.9, NE) 0.533 (0.318, 0.894) 0.0167 

   Europe 32 11 (34.4) 6.3 (3.4, NE) 13 2 (15.4) NR (0.8, NE) 1.836 (0.405, 8.335) 0.4241 

   Other 15 6 (40.0) 12.7 (2.1, NE) 2 0 (0.0) NR (NE, NE) 13014115.046 (0.000, 

NE) 

0.2493 

   Interaction        0.2601 

 

ECOG performance-status score         

   0 50 14 (28.0) NR (4.9, NE) 19 4 (21.1) 5.7 (2.9, NE) 0.878 (0.287, 2.687) 0.8222 

   1 164 39 (23.8) NR (12.7, NE) 84 23 (27.4) NR (3.5, NE) 0.633 (0.375, 1.066) 0.0895 

   Interaction        0.5082 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 40 (26.0) NR (12.7, NE) 66 19 (28.8) NR (2.9, NE) 0.583 (0.333, 1.020) 0.0589 

   Never 60 13 (21.7) NR (5.0, NE) 37 8 (21.6) NR (2.9, NE) 0.853 (0.354, 2.060) 0.7286 

   Interaction        0.4430 

 

Histology         

   Non-squamous 125 27 (21.6) NR (12.7, NE) 62 17 (27.4) NR (3.5, NE) 0.611 (0.332, 1.125) 0.1151 

   Squamous 89 26 (29.2) NR (5.7, NE) 41 10 (24.4) NR (2.9, NE) 0.738 (0.350, 1.556) 0.4302 

   Interaction        0.6846 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 29 (20.3) NR (NE, NE) 75 20 (26.7) NR (3.5, NE) 0.573 (0.322, 1.018) 0.0575 

   Unknown 71 24 (33.8) 12.7 (4.9, NE) 28 7 (25.0) NR (1.0, NE) 0.790 (0.336, 1.858) 0.5964 

   Interaction        0.4544 

 

ALK rearrangement at baseline         

   Wild type 108 26 (24.1) NR (NE, NE) 48 13 (27.1) 5.7 (2.1, NE) 0.637 (0.324, 1.254) 0.1996 

   Unknown 106 27 (25.5) NR (7.6, NE) 55 14 (25.5) NR (2.9, NE) 0.730 (0.382, 1.395) 0.3418 

   Interaction        0.6350 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 43 (23.9) NR (NE, NE) 88 24 (27.3) NR (3.5, NE) 0.632 (0.382, 1.047) 0.0756 

   Third 34 10 (29.4) 12.7 (2.9, NE) 15 3 (20.0) NR (0.7, NE) 0.867 (0.235, 3.200) 0.8335 

   Interaction        0.5486 

 

Disease Stage         

   Locally advanced 33 9 (27.3) NR (4.9, NE) 8 4 (50.0) 2.1 (0.7, NE) 0.382 (0.116, 1.251) 0.0940 

   Metastatic 181 44 (24.3) NR (12.7, NE) 95 23 (24.2) NR (3.5, NE) 0.715 (0.429, 1.190) 0.2044 

   Interaction        0.3557 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Global Health Status/QOL 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (2.1, NE) 9 1 (11.1) NR (0.7, NE) 0.790 (0.068, 9.217) 0.8504 

   No 201 51 (25.4) NR (12.7, NE) 94 26 (27.7) NR (3.5, NE) 0.650 (0.403, 1.049) 0.0790 

   Interaction        0.6733 

 

Liver metastases at baseline         

   Yes 27 5 (18.5) NR (2.3, NE) 16 2 (12.5) NR (1.4, NE) 1.208 (0.220, 6.645) 0.8243 

   No 187 48 (25.7) NR (12.7, NE) 87 25 (28.7) NR (2.9, NE) 0.611 (0.375, 0.995) 0.0490 

   Interaction        0.3231 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 32 (23.0) NR (NE, NE) 65 14 (21.5) 16.7 (8.0, NE) 0.831 (0.442, 1.562) 0.5763 

   Age >= 65 Years 75 17 (22.7) NR (13.4, NE) 38 11 (28.9) 6.9 (3.6, NE) 0.425 (0.190, 0.947) 0.0305 

   Interaction        0.4359 

 

Sex         

   Male 166 37 (22.3) NR (23.4, NE) 76 15 (19.7) 16.7 (4.6, NE) 0.758 (0.410, 1.399) 0.3747 

   Female 48 12 (25.0) NR (4.9, NE) 27 10 (37.0) 6.9 (3.6, NE) 0.526 (0.225, 1.229) 0.1315 

   Interaction        0.4759 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 33 (19.6) NR (NE, NE) 88 20 (22.7) 8.0 (4.6, NE) 0.598 (0.339, 1.056) 0.0736 

   White 38 14 (36.8) NR (2.9, NE) 13 4 (30.8) 6.9 (0.9, NE) 1.032 (0.338, 3.149) 0.9598 

   Other 8 2 (25.0) NR (2.1, NE) 2 1 (50.0) 15.4 (NE, NE) 0.577 (0.052, 6.383) 0.6495 

   Interaction        0.6872 

 

Region         

   China 167 33 (19.8) NR (NE, NE) 88 20 (22.7) 8.0 (4.6, NE) 0.598 (0.339, 1.056) 0.0736 

   Europe 32 12 (37.5) NR (2.1, NE) 13 4 (30.8) 6.9 (0.9, NE) 1.099 (0.352, 3.430) 0.8774 

   Other 15 4 (26.7) NR (2.8, NE) 2 1 (50.0) 15.4 (NE, NE) 0.722 (0.080, 6.540) 0.7711 

   Interaction        0.6452 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 10 (20.0) NR (NE, NE) 19 4 (21.1) 15.4 (2.8, NE) 0.522 (0.160, 1.699) 0.2656 

   1 164 39 (23.8) NR (23.4, NE) 84 21 (25.0) 7.2 (4.6, NE) 0.674 (0.391, 1.160) 0.1532 

   Interaction        0.7152 

 

Smoking Status         

   Current or Former 154 35 (22.7) NR (NE, NE) 66 14 (21.2) 16.7 (4.6, NE) 0.729 (0.388, 1.371) 0.3271 

   Never 60 14 (23.3) NR (23.4, NE) 37 11 (29.7) 6.9 (3.6, NE) 0.579 (0.257, 1.307) 0.1835 

   Interaction        0.7204 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 27 (21.6) NR (NE, NE) 62 17 (27.4) 8.0 (6.9, NE) 0.603 (0.326, 1.117) 0.1040 

   Squamous 89 22 (24.7) NR (12.7, NE) 41 8 (19.5) 4.6 (3.6, NE) 0.746 (0.323, 1.720) 0.4881 

   Interaction        0.5385 

 

EGFR mutation at baseline         

   Wild type 143 32 (22.4) NR (NE, NE) 75 19 (25.3) 8.0 (6.9, NE) 0.656 (0.369, 1.169) 0.1497 

   Unknown 71 17 (23.9) NR (12.7, NE) 28 6 (21.4) 4.6 (3.6, NE) 0.641 (0.246, 1.671) 0.3604 

   Interaction        0.9101 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 24 (22.2) NR (NE, NE) 48 9 (18.8) NR (3.6, NE) 0.972 (0.450, 2.097) 0.9415 

   Unknown 106 25 (23.6) 23.4 (12.7, NE) 55 16 (29.1) 8.0 (4.6, NE) 0.560 (0.296, 1.061) 0.0719 

   Interaction        0.7489 

 

Line of therapy         

   Second 180 40 (22.2) NR (NE, NE) 88 20 (22.7) 15.4 (4.6, NE) 0.709 (0.411, 1.225) 0.2155 

   Third 34 9 (26.5) NR (3.5, NE) 15 5 (33.3) 3.6 (0.7, NE) 0.383 (0.122, 1.201) 0.0907 

   Interaction        0.3824 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 6 (18.2) NR (NE, NE) 8 2 (25.0) NR (3.6, NE) 0.705 (0.142, 3.500) 0.6620 

   Metastatic 181 43 (23.8) NR (23.4, NE) 95 23 (24.2) 8.0 (4.6, NE) 0.659 (0.393, 1.107) 0.1137 

   Interaction        0.9720 

 

Brain metastases at baseline         

   Yes 13 4 (30.8) NR (0.7, NE) 9 2 (22.2) NR (0.7, NE) 1.131 (0.201, 6.355) 0.8885 

   No 201 45 (22.4) NR (NE, NE) 94 23 (24.5) 8.0 (4.6, NE) 0.635 (0.380, 1.060) 0.0806 

   Interaction        0.7245 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Physical Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 5 (18.5) NR (1.4, NE) 16 2 (12.5) 4.6 (2.8, NE) 1.862 (0.352, 9.859) 0.4580 

   No 187 44 (23.5) NR (23.4, NE) 87 23 (26.4) 8.0 (6.9, NE) 0.591 (0.353, 0.988) 0.0434 

   Interaction        0.2702 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 34 (24.5) NR (18.0, NE) 65 15 (23.1) 8.0 (4.9, NE) 0.882 (0.480, 1.623) 0.6957 

   Age >= 65 Years 75 20 (26.7) 34.4 (12.1, NE) 38 9 (23.7) NR (3.1, NE) 0.719 (0.318, 1.625) 0.4306 

   Interaction        0.8171 

 

Sex         

   Male 166 41 (24.7) NR (18.0, NE) 76 18 (23.7) 6.4 (3.1, NE) 0.742 (0.422, 1.304) 0.2993 

   Female 48 13 (27.1) 25.1 (5.8, NE) 27 6 (22.2) NR (4.9, NE) 1.107 (0.420, 2.916) 0.8277 

   Interaction        0.4686 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 36 (21.4) NR (34.4, NE) 88 20 (22.7) 8.0 (3.6, NE) 0.721 (0.414, 1.254) 0.2447 

   White 38 14 (36.8) 25.1 (2.9, NE) 13 4 (30.8) 4.9 (0.7, NE) 0.870 (0.281, 2.698) 0.8188 

   Other 8 4 (50.0) 15.3 (0.8, NE) 2 0 (0.0) NR (NE, NE) 39737273.034 (0.000, 

NE) 

0.2432 

   Interaction        0.8882 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 36 (21.6) NR (34.4, NE) 88 20 (22.7) 8.0 (3.6, NE) 0.721 (0.414, 1.254) 0.2447 

   Europe 32 13 (40.6) 7.0 (2.3, NE) 13 4 (30.8) 4.9 (0.7, NE) 1.020 (0.326, 3.199) 0.9636 

   Other 15 5 (33.3) 18.0 (2.9, NE) 2 0 (0.0) NR (NE, NE) 13392497.103 (0.000, 

NE) 

0.2856 

   Interaction        0.7721 

 

ECOG performance-status score         

   0 50 15 (30.0) 25.1 (18.0, NE) 19 1 (5.3) NR (NE, NE) 4.465 (0.588, 33.890) 0.1131 

   1 164 39 (23.8) NR (34.4, NE) 84 23 (27.4) 6.4 (3.6, NE) 0.635 (0.375, 1.076) 0.0908 

   Interaction        0.0684 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 40 (26.0) NR (18.0, NE) 66 20 (30.3) 5.2 (2.7, NE) 0.591 (0.341, 1.026) 0.0593 

   Never 60 14 (23.3) NR (5.8, NE) 37 4 (10.8) NR (4.9, NE) 1.902 (0.624, 5.801) 0.2487 

   Interaction        0.0566 

 

Histology         

   Non-squamous 125 29 (23.2) NR (25.1, NE) 62 13 (21.0) NR (4.9, NE) 0.930 (0.482, 1.797) 0.8349 

   Squamous 89 25 (28.1) 34.4 (12.1, NE) 41 11 (26.8) 5.2 (3.1, NE) 0.626 (0.299, 1.310) 0.2117 

   Interaction        0.6211 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 33 (23.1) NR (25.1, NE) 75 16 (21.3) NR (4.9, NE) 0.892 (0.488, 1.629) 0.7151 

   Unknown 71 21 (29.6) 18.0 (7.0, NE) 28 8 (28.6) 5.2 (3.1, NE) 0.586 (0.252, 1.364) 0.2130 

   Interaction        0.7070 

 

ALK rearrangement at baseline         

   Wild type 108 22 (20.4) NR (25.1, NE) 48 8 (16.7) NR (NE, NE) 0.956 (0.420, 2.178) 0.9156 

   Unknown 106 32 (30.2) 18.0 (7.0, NE) 55 16 (29.1) 6.4 (3.6, NE) 0.865 (0.474, 1.578) 0.6457 

   Interaction        0.9199 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 46 (25.6) NR (25.1, NE) 88 19 (21.6) NR (5.2, NE) 0.959 (0.559, 1.644) 0.8790 

   Third 34 8 (23.5) NR (12.1, NE) 15 5 (33.3) 2.7 (0.7, NE) 0.267 (0.078, 0.909) 0.0271 

   Interaction        0.1001 

 

Disease Stage         

   Locally advanced 33 5 (15.2) NR (NE, NE) 8 3 (37.5) 4.9 (3.6, NE) 0.368 (0.087, 1.567) 0.1558 

   Metastatic 181 49 (27.1) 34.4 (18.0, NE) 95 21 (22.1) NR (5.2, NE) 0.917 (0.547, 1.538) 0.7555 

   Interaction        0.2529 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Role Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (0.7, NE) 9 1 (11.1) NR (1.4, NE) 1.817 (0.187, 17.650) 0.6013 

   No 201 51 (25.4) NR (25.1, NE) 94 23 (24.5) 8.0 (4.9, NE) 0.771 (0.468, 1.270) 0.3108 

   Interaction        0.4014 

 

Liver metastases at baseline         

   Yes 27 5 (18.5) 34.4 (2.3, NE) 16 3 (18.8) NR (1.5, NE) 0.902 (0.200, 4.069) 0.8929 

   No 187 49 (26.2) NR (18.0, NE) 87 21 (24.1) 8.0 (4.9, NE) 0.818 (0.488, 1.370) 0.4513 

   Interaction        0.8699 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 19 (13.7) NR (NE, NE) 65 7 (10.8) NR (6.4, NE) 0.977 (0.409, 2.335) 0.9643 

   Age >= 65 Years 75 7 (9.3) NR (NE, NE) 38 4 (10.5) 8.3 (5.6, NE) 0.349 (0.097, 1.260) 0.0945 

   Interaction        0.4704 

 

Sex         

   Male 166 19 (11.4) NR (NE, NE) 76 6 (7.9) NR (6.4, NE) 0.969 (0.382, 2.453) 0.9560 

   Female 48 7 (14.6) NR (15.9, NE) 27 5 (18.5) NR (5.6, NE) 0.529 (0.160, 1.742) 0.2869 

   Interaction        0.5510 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 17 (10.1) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 1.079 (0.422, 2.754) 0.8661 

   White 38 7 (18.4) NR (15.9, NE) 13 3 (23.1) 8.3 (2.8, NE) 0.455 (0.111, 1.859) 0.2573 

   Other 8 2 (25.0) NR (0.7, NE) 2 2 (100.0) 3.2 (0.8, NE) 0.131 (0.012, 1.442) 0.0497 

   Interaction        0.2154 

 

Region         

   China 167 17 (10.2) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 1.079 (0.422, 2.754) 0.8661 

   Europe 32 6 (18.8) NR (5.8, NE) 13 3 (23.1) 8.3 (2.8, NE) 0.468 (0.109, 2.011) 0.2908 

   Other 15 3 (20.0) NR (3.6, NE) 2 2 (100.0) 3.2 (0.8, NE) 0.141 (0.020, 1.001) 0.0221 

   Interaction        0.1344 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 6 (12.0) NR (NE, NE) 19 2 (10.5) NR (5.6, NE) 0.675 (0.135, 3.371) 0.6327 

   1 164 20 (12.2) NR (NE, NE) 84 9 (10.7) NR (6.4, NE) 0.794 (0.357, 1.765) 0.5755 

   Interaction        0.8687 

 

Smoking Status         

   Current or Former 154 19 (12.3) NR (NE, NE) 66 7 (10.6) NR (6.4, NE) 0.733 (0.303, 1.775) 0.4967 

   Never 60 7 (11.7) NR (NE, NE) 37 4 (10.8) NR (5.6, NE) 0.899 (0.262, 3.079) 0.8658 

   Interaction        0.8253 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 12 (9.6) NR (NE, NE) 62 6 (9.7) NR (8.3, NE) 0.767 (0.287, 2.051) 0.5972 

   Squamous 89 14 (15.7) NR (15.9, NE) 41 5 (12.2) 6.4 (6.4, NE) 0.672 (0.229, 1.967) 0.4677 

   Interaction        0.9613 

 

EGFR mutation at baseline         

   Wild type 143 14 (9.8) NR (NE, NE) 75 8 (10.7) NR (8.3, NE) 0.655 (0.272, 1.578) 0.3444 

   Unknown 71 12 (16.9) NR (11.4, NE) 28 3 (10.7) 6.4 (2.9, NE) 0.856 (0.233, 3.139) 0.8153 

   Interaction        0.6186 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 10 (9.3) NR (NE, NE) 48 4 (8.3) NR (NE, NE) 0.702 (0.213, 2.319) 0.5654 

   Unknown 106 16 (15.1) NR (15.9, NE) 55 7 (12.7) NR (6.4, NE) 0.941 (0.386, 2.296) 0.8932 

   Interaction        0.5336 

 

Line of therapy         

   Second 180 21 (11.7) NR (NE, NE) 88 10 (11.4) NR (6.4, NE) 0.733 (0.342, 1.568) 0.4259 

   Third 34 5 (14.7) NR (11.4, NE) 15 1 (6.7) 8.3 (NE, NE) 0.862 (0.091, 8.130) 0.8967 

   Interaction        0.6282 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (NE, NE) 8 2 (25.0) 6.4 (1.4, NE) 0.216 (0.034, 1.378) 0.0770 

   Metastatic 181 23 (12.7) NR (NE, NE) 95 9 (9.5) NR (8.3, NE) 0.938 (0.431, 2.045) 0.8785 

   Interaction        0.1714 

 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (2.8, NE) 9 1 (11.1) NR (0.7, NE) 0.461 (0.028, 7.636) 0.5797 

   No 201 25 (12.4) NR (NE, NE) 94 10 (10.6) NR (8.3, NE) 0.785 (0.373, 1.654) 0.5255 

   Interaction        0.8387 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Emotional Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 67878666.689 (0.000, 

NE) 

0.3613 

   No 187 25 (13.4) NR (NE, NE) 87 11 (12.6) NR (8.3, NE) 0.695 (0.339, 1.425) 0.3222 

   Interaction        0.9894 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 32 (23.0) NR (NE, NE) 65 12 (18.5) NR (NE, NE) 1.031 (0.530, 2.004) 0.9150 

   Age >= 65 Years 75 19 (25.3) 30.6 (11.3, NE) 38 9 (23.7) 6.9 (2.9, NE) 0.464 (0.195, 1.100) 0.0750 

   Interaction        0.4538 

 

Sex         

   Male 166 38 (22.9) NR (23.4, NE) 76 13 (17.1) NR (NE, NE) 0.920 (0.485, 1.744) 0.8016 

   Female 48 13 (27.1) NR (6.2, NE) 27 8 (29.6) 12.7 (4.1, NE) 0.738 (0.304, 1.788) 0.5064 

   Interaction        0.7036 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 42 (25.0) NR (23.4, NE) 88 15 (17.0) NR (NE, NE) 1.118 (0.616, 2.029) 0.7049 

   White 38 6 (15.8) NR (11.3, NE) 13 5 (38.5) 6.9 (0.7, NE) 0.175 (0.046, 0.664) 0.0040 

   Other 8 3 (37.5) 9.2 (0.8, NE) 2 1 (50.0) 12.7 (NE, NE) 0.977 (0.100, 9.571) 0.9844 

   Interaction        0.1120 

 

Region         

   China 167 42 (25.1) NR (23.4, NE) 88 15 (17.0) NR (NE, NE) 1.118 (0.616, 2.029) 0.7049 

   Europe 32 6 (18.8) NR (10.5, NE) 13 5 (38.5) 6.9 (0.7, NE) 0.217 (0.057, 0.822) 0.0139 

   Other 15 3 (20.0) NR (3.5, NE) 2 1 (50.0) 12.7 (NE, NE) 0.516 (0.053, 5.059) 0.5629 

   Interaction        0.1844 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 11 (22.0) NR (10.5, NE) 19 2 (10.5) NR (12.7, NE) 1.389 (0.307, 6.277) 0.6692 

   1 164 40 (24.4) NR (13.4, NE) 84 19 (22.6) NR (6.9, NE) 0.780 (0.446, 1.363) 0.3882 

   Interaction        0.4672 

 

Smoking Status         

   Current or Former 154 37 (24.0) NR (13.4, NE) 66 16 (24.2) NR (2.9, NE) 0.629 (0.345, 1.147) 0.1316 

   Never 60 14 (23.3) NR (10.5, NE) 37 5 (13.5) NR (6.9, NE) 1.426 (0.510, 3.988) 0.4944 

   Interaction        0.1410 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 26 (20.8) NR (NE, NE) 62 13 (21.0) NR (6.9, NE) 0.804 (0.411, 1.570) 0.5291 

   Squamous 89 25 (28.1) 23.4 (6.2, NE) 41 8 (19.5) NR (2.9, NE) 0.796 (0.348, 1.821) 0.5870 

   Interaction        0.7810 

 

EGFR mutation at baseline         

   Wild type 143 32 (22.4) NR (NE, NE) 75 16 (21.3) NR (6.9, NE) 0.795 (0.433, 1.458) 0.4637 

   Unknown 71 19 (26.8) 23.4 (5.7, NE) 28 5 (17.9) NR (2.9, NE) 0.872 (0.317, 2.397) 0.7947 

   Interaction        0.7428 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 23 (21.3) NR (NE, NE) 48 10 (20.8) NR (NE, NE) 0.758 (0.356, 1.613) 0.4794 

   Unknown 106 28 (26.4) 23.4 (9.2, NE) 55 11 (20.0) 12.7 (6.9, NE) 0.988 (0.489, 1.999) 0.9788 

   Interaction        0.3424 

 

Line of therapy         

   Second 180 44 (24.4) NR (23.4, NE) 88 17 (19.3) NR (12.7, NE) 0.944 (0.536, 1.664) 0.8497 

   Third 34 7 (20.6) NR (4.8, NE) 15 4 (26.7) 6.9 (0.7, NE) 0.349 (0.095, 1.279) 0.1004 

   Interaction        0.2499 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 8 (24.2) NR (12.8, NE) 8 3 (37.5) 4.1 (0.7, NE) 0.564 (0.145, 2.188) 0.3915 

   Metastatic 181 43 (23.8) NR (23.4, NE) 95 18 (18.9) NR (12.7, NE) 0.872 (0.499, 1.524) 0.6389 

   Interaction        0.4736 

 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (0.7, NE) 9 2 (22.2) NR (0.7, NE) 0.932 (0.154, 5.643) 0.9287 

   No 201 48 (23.9) NR (23.4, NE) 94 19 (20.2) NR (6.9, NE) 0.817 (0.475, 1.403) 0.4699 

   Interaction        0.8044 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Cognitive Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 3 (11.1) 30.6 (2.3, NE) 16 3 (18.8) NR (1.4, NE) 0.390 (0.065, 2.338) 0.2844 

   No 187 48 (25.7) NR (13.4, NE) 87 18 (20.7) NR (6.9, NE) 0.885 (0.512, 1.530) 0.6736 

   Interaction        0.5129 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 40 (28.8) NR (6.3, NE) 65 14 (21.5) NR (NE, NE) 0.996 (0.540, 1.838) 0.9819 

   Age >= 65 Years 75 22 (29.3) 27.8 (7.0, NE) 38 7 (18.4) 5.6 (3.5, NE) 1.070 (0.447, 2.561) 0.8798 

   Interaction        0.7322 

 

Sex         

   Male 166 49 (29.5) 27.8 (7.0, NE) 76 14 (18.4) NR (NE, NE) 1.136 (0.624, 2.071) 0.6488 

   Female 48 13 (27.1) NR (5.6, NE) 27 7 (25.9) 5.6 (4.1, NE) 0.762 (0.299, 1.940) 0.5759 

   Interaction        0.5150 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 46 (27.4) 27.8 (9.7, NE) 88 15 (17.0) NR (NE, NE) 1.190 (0.661, 2.143) 0.5349 

   White 38 12 (31.6) 11.3 (5.6, NE) 13 5 (38.5) 5.6 (0.9, NE) 0.510 (0.173, 1.503) 0.2126 

   Other 8 4 (50.0) 2.8 (0.7, NE) 2 1 (50.0) 4.9 (NE, NE) 1.470 (0.162, 13.344) 0.7301 

   Interaction        0.6175 

 

Region         

   China 167 46 (27.5) 27.8 (9.7, NE) 88 15 (17.0) NR (NE, NE) 1.190 (0.661, 2.143) 0.5349 

   Europe 32 12 (37.5) 7.2 (4.2, NE) 13 5 (38.5) 5.6 (0.9, NE) 0.655 (0.223, 1.921) 0.4354 

   Other 15 4 (26.7) NR (0.8, NE) 2 1 (50.0) 4.9 (NE, NE) 0.678 (0.076, 6.096) 0.7274 

   Interaction        0.7097 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 14 (28.0) NR (2.8, NE) 19 7 (36.8) 4.9 (0.7, NE) 0.426 (0.170, 1.069) 0.0647 

   1 164 48 (29.3) 27.8 (7.0, NE) 84 14 (16.7) NR (5.6, NE) 1.312 (0.718, 2.397) 0.3632 

   Interaction        0.0254 

 

Smoking Status         

   Current or Former 154 49 (31.8) 19.3 (6.3, NE) 66 12 (18.2) NR (NE, NE) 1.241 (0.656, 2.348) 0.4891 

   Never 60 13 (21.7) NR (11.3, NE) 37 9 (24.3) 5.6 (4.1, NE) 0.672 (0.284, 1.588) 0.3626 

   Interaction        0.2245 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 35 (28.0) NR (6.3, NE) 62 13 (21.0) NR (4.9, NE) 1.086 (0.573, 2.060) 0.7862 

   Squamous 89 27 (30.3) 19.3 (6.9, NE) 41 8 (19.5) NR (3.5, NE) 0.854 (0.377, 1.935) 0.7148 

   Interaction        0.8842 

 

EGFR mutation at baseline         

   Wild type 143 42 (29.4) NR (6.3, NE) 75 17 (22.7) NR (4.9, NE) 1.025 (0.581, 1.810) 0.9100 

   Unknown 71 20 (28.2) 19.3 (7.0, NE) 28 4 (14.3) NR (3.5, NE) 0.997 (0.329, 3.020) 0.9983 

   Interaction        0.6848 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 35 (32.4) NR (5.6, NE) 48 6 (12.5) NR (NE, NE) 1.986 (0.830, 4.751) 0.1095 

   Unknown 106 27 (25.5) 27.8 (7.0, NE) 55 15 (27.3) NR (4.1, NE) 0.660 (0.348, 1.248) 0.2015 

   Interaction        0.0827 

 

Line of therapy         

   Second 180 54 (30.0) 27.8 (7.2, NE) 88 20 (22.7) NR (4.9, NE) 1.014 (0.604, 1.701) 0.9341 

   Third 34 8 (23.5) NR (6.9, NE) 15 1 (6.7) 5.6 (NE, NE) 1.038 (0.118, 9.108) 0.9731 

   Interaction        0.4950 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 9 (27.3) NR (6.9, NE) 8 3 (37.5) NR (0.7, NE) 0.698 (0.185, 2.632) 0.5867 

   Metastatic 181 53 (29.3) 27.8 (7.2, NE) 95 18 (18.9) NR (4.9, NE) 1.080 (0.629, 1.856) 0.7586 

   Interaction        0.4143 

 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (0.7, NE) 9 2 (22.2) NR (0.7, NE) 0.693 (0.098, 4.928) 0.7154 

   No 201 60 (29.9) 27.8 (7.2, NE) 94 19 (20.2) NR (4.9, NE) 1.070 (0.635, 1.803) 0.7880 

   Interaction        0.3971 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Social Functioning 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 5 (18.5) 19.3 (3.4, NE) 16 3 (18.8) NR (0.7, NE) 0.597 (0.120, 2.971) 0.5245 

   No 187 57 (30.5) NR (7.2, NE) 87 18 (20.7) NR (4.9, NE) 1.059 (0.620, 1.810) 0.8148 

   Interaction        0.8052 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 37 (26.6) NR (38.3, NE) 65 15 (23.1) 19.4 (4.3, NE) 0.920 (0.502, 1.686) 0.7847 

   Age >= 65 Years 75 25 (33.3) 14.6 (4.1, NE) 38 11 (28.9) 4.9 (2.4, NE) 0.871 (0.423, 1.794) 0.7122 

   Interaction        0.9335 

 

Sex         

   Male 166 46 (27.7) NR (14.6, NE) 76 19 (25.0) 19.4 (3.6, NE) 0.852 (0.496, 1.463) 0.5583 

   Female 48 16 (33.3) 38.3 (2.8, NE) 27 7 (25.9) 8.0 (4.9, NE) 1.135 (0.463, 2.786) 0.7836 

   Interaction        0.5390 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 42 (25.0) NR (NE, NE) 88 23 (26.1) 19.4 (3.6, NE) 0.774 (0.464, 1.292) 0.3260 

   White 38 15 (39.5) 14.6 (2.8, NE) 13 2 (15.4) NR (6.9, NE) 2.122 (0.478, 9.423) 0.3115 

   Other 8 5 (62.5) 4.9 (0.8, NE) 2 1 (50.0) 4.9 (NE, NE) 1.114 (0.124, 10.030) 0.8444 

   Interaction        0.2866 

 

Region         

   China 167 42 (25.1) NR (NE, NE) 88 23 (26.1) 19.4 (3.6, NE) 0.774 (0.464, 1.292) 0.3260 

   Europe 32 13 (40.6) 5.6 (1.7, NE) 13 2 (15.4) NR (6.9, NE) 2.527 (0.565, 11.314) 0.2086 

   Other 15 7 (46.7) 15.4 (1.4, NE) 2 1 (50.0) 4.9 (NE, NE) 0.778 (0.090, 6.719) 0.8753 

   Interaction        0.2560 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 13 (26.0) NR (NE, NE) 19 3 (15.8) NR (2.1, NE) 1.175 (0.333, 4.146) 0.7924 

   1 164 49 (29.9) 38.3 (14.5, NE) 84 23 (27.4) 8.0 (4.3, NE) 0.901 (0.547, 1.486) 0.6810 

   Interaction        0.7462 

 

Smoking Status         

   Current or Former 154 45 (29.2) NR (14.6, NE) 66 16 (24.2) 19.4 (3.6, NE) 0.962 (0.541, 1.711) 0.8974 

   Never 60 17 (28.3) 38.3 (4.9, NE) 37 10 (27.0) 6.9 (4.3, NE) 0.808 (0.365, 1.787) 0.6001 

   Interaction        0.8762 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 35 (28.0) NR (15.4, NE) 62 17 (27.4) 8.0 (4.3, NE) 0.862 (0.481, 1.545) 0.6073 

   Squamous 89 27 (30.3) 14.5 (4.9, NE) 41 9 (22.0) NR (2.4, NE) 0.974 (0.453, 2.095) 0.9539 

   Interaction        0.7292 

 

EGFR mutation at baseline         

   Wild type 143 41 (28.7) NR (15.4, NE) 75 19 (25.3) 8.0 (4.3, NE) 0.948 (0.547, 1.640) 0.8415 

   Unknown 71 21 (29.6) 14.5 (4.9, NE) 28 7 (25.0) NR (2.4, NE) 0.807 (0.339, 1.919) 0.6260 

   Interaction        0.8150 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 25 (23.1) NR (NE, NE) 48 11 (22.9) NR (2.8, NE) 0.829 (0.405, 1.698) 0.6103 

   Unknown 106 37 (34.9) 14.5 (4.9, NE) 55 15 (27.3) 8.0 (4.3, NE) 1.158 (0.635, 2.111) 0.6319 

   Interaction        0.2629 

 

Line of therapy         

   Second 180 52 (28.9) NR (14.6, NE) 88 21 (23.9) 19.4 (4.9, NE) 0.993 (0.596, 1.655) 0.9745 

   Third 34 10 (29.4) NR (4.1, NE) 15 5 (33.3) 3.6 (0.8, NE) 0.539 (0.180, 1.615) 0.2622 

   Interaction        0.3920 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 8 (24.2) NR (5.6, NE) 8 2 (25.0) NR (0.7, NE) 0.888 (0.187, 4.220) 0.8821 

   Metastatic 181 54 (29.8) 38.3 (14.5, NE) 95 24 (25.3) 8.0 (4.3, NE) 0.944 (0.581, 1.532) 0.8147 

   Interaction        0.8164 

 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (2.1, NE) 9 2 (22.2) NR (0.8, NE) 0.541 (0.075, 3.916) 0.5367 

   No 201 60 (29.9) NR (14.6, NE) 94 24 (25.5) 8.0 (4.3, NE) 0.927 (0.575, 1.495) 0.7510 

   Interaction        0.6732 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  23AUG2024 04:04  t-14-02-02-04-11-03-s-eff-tteqs-subgrp-c30-cl.rtf 

4943



Protocol BGB-A317-303 Page 49 of 105 
 

Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Fatigue 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 6 (22.2) 14.6 (1.4, NE) 16 3 (18.8) NR (2.1, NE) 1.478 (0.351, 6.233) 0.5921 

   No 187 56 (29.9) NR (15.4, NE) 87 23 (26.4) 19.4 (4.3, NE) 0.879 (0.538, 1.433) 0.6037 

   Interaction        0.5313 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 21 (15.1) NR (NE, NE) 65 7 (10.8) NR (NE, NE) 0.996 (0.421, 2.357) 0.9942 

   Age >= 65 Years 75 12 (16.0) NR (21.1, NE) 38 3 (7.9) NR (6.9, NE) 1.089 (0.299, 3.960) 0.8974 

   Interaction        0.7656 

 

Sex         

   Male 166 21 (12.7) NR (NE, NE) 76 4 (5.3) NR (NE, NE) 1.567 (0.532, 4.613) 0.4113 

   Female 48 12 (25.0) NR (7.6, NE) 27 6 (22.2) NR (5.5, NE) 0.877 (0.328, 2.343) 0.7934 

   Interaction        0.4794 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 23 (13.7) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 1.454 (0.589, 3.591) 0.4130 

   White 38 7 (18.4) NR (7.6, NE) 13 3 (23.1) 6.9 (5.5, NE) 0.411 (0.100, 1.695) 0.2050 

   Other 8 3 (37.5) 14.5 (3.5, NE) 2 1 (50.0) NR (0.8, NE) 1.229 (0.117, 12.877) 0.8632 

   Interaction        0.6084 

 

Region         

   China 167 23 (13.8) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 1.454 (0.589, 3.591) 0.4130 

   Europe 32 4 (12.5) NR (14.5, NE) 13 3 (23.1) 6.9 (5.5, NE) 0.229 (0.044, 1.208) 0.0608 

   Other 15 6 (40.0) 11.8 (3.5, NE) 2 1 (50.0) NR (0.8, NE) 1.517 (0.163, 14.137) 0.7129 

   Interaction        0.3857 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 12 (24.0) 21.1 (9.8, NE) 19 1 (5.3) NR (NE, NE) 2.735 (0.354, 21.152) 0.3129 

   1 164 21 (12.8) NR (NE, NE) 84 9 (10.7) NR (6.9, NE) 0.823 (0.373, 1.819) 0.6318 

   Interaction        0.2526 

 

Smoking Status         

   Current or Former 154 21 (13.6) NR (NE, NE) 66 5 (7.6) NR (NE, NE) 1.047 (0.387, 2.831) 0.9269 

   Never 60 12 (20.0) NR (11.7, NE) 37 5 (13.5) NR (5.5, NE) 1.230 (0.432, 3.501) 0.6966 

   Interaction        0.8582 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 20 (16.0) NR (NE, NE) 62 7 (11.3) NR (6.9, NE) 1.063 (0.447, 2.526) 0.8886 

   Squamous 89 13 (14.6) NR (21.1, NE) 41 3 (7.3) NR (NE, NE) 1.032 (0.281, 3.787) 0.9614 

   Interaction        0.9817 

 

EGFR mutation at baseline         

   Wild type 143 24 (16.8) NR (21.1, NE) 75 9 (12.0) NR (6.9, NE) 0.956 (0.441, 2.073) 0.9107 

   Unknown 71 9 (12.7) NR (NE, NE) 28 1 (3.6) NR (NE, NE) 2.207 (0.275, 17.741) 0.4448 

   Interaction        0.5173 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 16 (14.8) NR (NE, NE) 48 5 (10.4) NR (NE, NE) 0.920 (0.330, 2.566) 0.8675 

   Unknown 106 17 (16.0) NR (17.3, NE) 55 5 (9.1) NR (6.9, NE) 1.346 (0.495, 3.656) 0.5584 

   Interaction        0.4019 

 

Line of therapy         

   Second 180 25 (13.9) NR (NE, NE) 88 8 (9.1) NR (NE, NE) 1.042 (0.467, 2.328) 0.9166 

   Third 34 8 (23.5) NR (4.1, NE) 15 2 (13.3) 6.9 (NE, NE) 0.961 (0.197, 4.698) 0.9616 

   Interaction        0.8750 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 5 (15.2) NR (NE, NE) 8 2 (25.0) 5.5 (2.1, NE) 0.491 (0.095, 2.541) 0.3869 

   Metastatic 181 28 (15.5) NR (NE, NE) 95 8 (8.4) NR (NE, NE) 1.230 (0.555, 2.724) 0.6095 

   Interaction        0.2950 

 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 9 1 (11.1) NR (0.7, NE) 0.667 (0.042, 10.679) 0.7735 

   No 201 32 (15.9) NR (NE, NE) 94 9 (9.6) NR (NE, NE) 1.075 (0.508, 2.273) 0.8507 

   Interaction        0.6357 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Nausea and Vomiting 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 18275214.393 (0.000, 

NE) 

0.4602 

   No 187 32 (17.1) NR (NE, NE) 87 10 (11.5) NR (NE, NE) 0.954 (0.466, 1.955) 0.8990 

   Interaction        0.9893 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 36 (25.9) NR (NE, NE) 65 10 (15.4) NR (4.4, NE) 1.394 (0.691, 2.812) 0.3533 

   Age >= 65 Years 75 26 (34.7) 16.9 (4.3, NE) 38 6 (15.8) 20.3 (6.9, NE) 1.661 (0.677, 4.075) 0.2669 

   Interaction        0.5690 

 

Sex         

   Male 166 47 (28.3) NR (13.2, NE) 76 11 (14.5) 35.6 (NE, NE) 1.545 (0.798, 2.991) 0.1938 

   Female 48 15 (31.3) 23.7 (4.3, NE) 27 5 (18.5) 20.3 (3.4, NE) 1.376 (0.494, 3.829) 0.5382 

   Interaction        0.9761 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 44 (26.2) NR (16.9, NE) 88 13 (14.8) 35.6 (NE, NE) 1.388 (0.745, 2.587) 0.3010 

   White 38 14 (36.8) 7.7 (4.3, NE) 13 2 (15.4) NR (3.4, NE) 1.944 (0.434, 8.710) 0.3796 

   Other 8 4 (50.0) NR (0.7, NE) 2 1 (50.0) 20.3 (NE, NE) 1.693 (0.179, 16.008) 0.6507 

   Interaction        0.7594 

 

Region         

   China 167 44 (26.3) NR (16.9, NE) 88 13 (14.8) 35.6 (NE, NE) 1.388 (0.745, 2.587) 0.3010 

   Europe 32 12 (37.5) 7.7 (4.3, NE) 13 2 (15.4) NR (3.4, NE) 1.917 (0.418, 8.791) 0.3992 

   Other 15 6 (40.0) NR (0.8, NE) 2 1 (50.0) 20.3 (NE, NE) 1.511 (0.164, 13.893) 0.7173 

   Interaction        0.7380 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 16 (32.0) NR (3.4, NE) 19 2 (10.5) 20.3 (NE, NE) 2.084 (0.478, 9.088) 0.3159 

   1 164 46 (28.0) NR (13.2, NE) 84 14 (16.7) 35.6 (6.9, NE) 1.378 (0.754, 2.521) 0.2983 

   Interaction        0.5792 

 

Smoking Status         

   Current or Former 154 50 (32.5) NR (6.4, NE) 66 9 (13.6) 35.6 (NE, NE) 1.938 (0.950, 3.956) 0.0644 

   Never 60 12 (20.0) NR (23.7, NE) 37 7 (18.9) 20.3 (6.9, NE) 0.770 (0.297, 1.994) 0.5899 

   Interaction        0.1728 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 36 (28.8) NR (7.7, NE) 62 11 (17.7) 35.6 (20.3, NE) 1.372 (0.696, 2.703) 0.3585 

   Squamous 89 26 (29.2) NR (5.6, NE) 41 5 (12.2) NR (4.4, NE) 1.688 (0.641, 4.447) 0.2871 

   Interaction        0.7250 

 

EGFR mutation at baseline         

   Wild type 143 41 (28.7) NR (13.2, NE) 75 12 (16.0) 35.6 (20.3, NE) 1.487 (0.778, 2.841) 0.2273 

   Unknown 71 21 (29.6) NR (4.9, NE) 28 4 (14.3) NR (4.4, NE) 1.390 (0.472, 4.092) 0.5533 

   Interaction        0.9390 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 29 (26.9) NR (23.7, NE) 48 6 (12.5) NR (NE, NE) 1.669 (0.686, 4.063) 0.2542 

   Unknown 106 33 (31.1) 16.9 (4.9, NE) 55 10 (18.2) 35.6 (6.9, NE) 1.547 (0.762, 3.143) 0.2250 

   Interaction        0.9262 

 

Line of therapy         

   Second 180 53 (29.4) NR (7.7, NE) 88 14 (15.9) 35.6 (20.3, NE) 1.530 (0.846, 2.765) 0.1580 

   Third 34 9 (26.5) NR (2.9, NE) 15 2 (13.3) 6.9 (1.4, NE) 1.236 (0.258, 5.918) 0.7904 

   Interaction        0.8544 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 9 (27.3) NR (2.8, NE) 8 2 (25.0) 4.4 (3.4, NE) 1.207 (0.260, 5.602) 0.8125 

   Metastatic 181 53 (29.3) 23.7 (7.7, NE) 95 14 (14.7) 35.6 (20.3, NE) 1.552 (0.858, 2.807) 0.1432 

   Interaction        0.6279 

 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (1.4, NE) 9 1 (11.1) NR (1.4, NE) 1.895 (0.197, 18.226) 0.5733 

   No 201 59 (29.4) NR (13.2, NE) 94 15 (16.0) 20.3 (6.9, NE) 1.452 (0.820, 2.570) 0.2001 

   Interaction        0.7646 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 8 (29.6) 6.4 (1.4, NE) 16 2 (12.5) NR (1.6, NE) 2.357 (0.469, 11.836) 0.2819 

   No 187 54 (28.9) NR (16.9, NE) 87 14 (16.1) 35.6 (6.9, NE) 1.393 (0.771, 2.515) 0.2717 

   Interaction        0.4620 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 23 (16.5) NR (NE, NE) 65 13 (20.0) NR (4.3, NE) 0.599 (0.302, 1.190) 0.1416 

   Age >= 65 Years 75 14 (18.7) NR (18.4, NE) 38 6 (15.8) 17.5 (6.9, NE) 0.608 (0.222, 1.669) 0.3314 

   Interaction        0.6245 

 

Sex         

   Male 166 30 (18.1) NR (NE, NE) 76 13 (17.1) 8.9 (4.3, NE) 0.638 (0.326, 1.250) 0.1919 

   Female 48 7 (14.6) NR (NE, NE) 27 6 (22.2) 17.5 (5.6, NE) 0.503 (0.166, 1.524) 0.2143 

   Interaction        0.7693 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 28 (16.7) NR (NE, NE) 88 14 (15.9) NR (5.6, NE) 0.715 (0.371, 1.375) 0.3169 

   White 38 8 (21.1) NR (7.7, NE) 13 3 (23.1) NR (0.7, NE) 0.650 (0.167, 2.536) 0.5318 

   Other 8 1 (12.5) NR (12.7, NE) 2 2 (100.0) 9.1 (0.8, NE) 0.137 (0.012, 1.520) 0.0581 

   Interaction        0.3377 

 

Region         

   China 167 28 (16.8) NR (NE, NE) 88 14 (15.9) NR (5.6, NE) 0.715 (0.371, 1.375) 0.3169 

   Europe 32 7 (21.9) NR (4.9, NE) 13 3 (23.1) NR (0.7, NE) 0.772 (0.198, 3.015) 0.7086 

   Other 15 2 (13.3) NR (9.1, NE) 2 2 (100.0) 9.1 (0.8, NE) 0.225 (0.031, 1.629) 0.1072 

   Interaction        0.3088 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 11 (22.0) NR (NE, NE) 19 3 (15.8) 17.5 (2.8, NE) 0.931 (0.257, 3.373) 0.9018 

   1 164 26 (15.9) NR (NE, NE) 84 16 (19.0) 8.9 (5.6, NE) 0.509 (0.266, 0.977) 0.0403 

   Interaction        0.4803 

 

Smoking Status         

   Current or Former 154 29 (18.8) NR (NE, NE) 66 10 (15.2) 8.9 (8.9, NE) 0.813 (0.389, 1.700) 0.5920 

   Never 60 8 (13.3) NR (NE, NE) 37 9 (24.3) 6.9 (4.3, NE) 0.375 (0.142, 0.989) 0.0392 

   Interaction        0.2692 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 18 (14.4) NR (NE, NE) 62 13 (21.0) 8.9 (5.6, NE) 0.454 (0.217, 0.949) 0.0315 

   Squamous 89 19 (21.3) NR (NE, NE) 41 6 (14.6) NR (NE, NE) 0.928 (0.364, 2.368) 0.8887 

   Interaction        0.3285 

 

EGFR mutation at baseline         

   Wild type 143 20 (14.0) NR (NE, NE) 75 15 (20.0) 8.9 (5.6, NE) 0.453 (0.226, 0.909) 0.0224 

   Unknown 71 17 (23.9) NR (5.7, NE) 28 4 (14.3) NR (NE, NE) 1.098 (0.366, 3.292) 0.8572 

   Interaction        0.2059 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 15 (13.9) NR (NE, NE) 48 5 (10.4) NR (NE, NE) 1.011 (0.362, 2.820) 0.9811 

   Unknown 106 22 (20.8) NR (9.1, NE) 55 14 (25.5) 8.9 (5.6, NE) 0.567 (0.287, 1.117) 0.0996 

   Interaction        0.6407 

 

Line of therapy         

   Second 180 30 (16.7) NR (NE, NE) 88 15 (17.0) 17.5 (5.6, NE) 0.684 (0.363, 1.286) 0.2327 

   Third 34 7 (20.6) NR (4.9, NE) 15 4 (26.7) 6.9 (0.7, NE) 0.356 (0.098, 1.290) 0.1107 

   Interaction        0.4290 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 6 (18.2) NR (18.4, NE) 8 1 (12.5) NR (0.7, NE) 1.074 (0.125, 9.255) 0.9482 

   Metastatic 181 31 (17.1) NR (NE, NE) 95 18 (18.9) 17.5 (5.6, NE) 0.597 (0.330, 1.080) 0.0863 

   Interaction        0.6317 

 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (1.4, NE) 9 2 (22.2) NR (0.7, NE) 0.543 (0.076, 3.872) 0.5361 

   No 201 35 (17.4) NR (NE, NE) 94 17 (18.1) 17.5 (6.9, NE) 0.634 (0.350, 1.147) 0.1301 

   Interaction        0.6154 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 3 (11.1) NR (2.3, NE) 16 2 (12.5) NR (2.8, NE) 1.005 (0.167, 6.047) 0.9955 

   No 187 34 (18.2) NR (NE, NE) 87 17 (19.5) 17.5 (6.9, NE) 0.593 (0.326, 1.078) 0.0850 

   Interaction        0.6720 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 31 (22.3) NR (NE, NE) 65 9 (13.8) NR (5.6, NE) 1.293 (0.613, 2.725) 0.4960 

   Age >= 65 Years 75 14 (18.7) NR (10.4, NE) 38 5 (13.2) NR (6.9, NE) 0.857 (0.301, 2.440) 0.7717 

   Interaction        0.6577 

 

Sex         

   Male 166 33 (19.9) NR (NE, NE) 76 10 (13.2) NR (NE, NE) 1.102 (0.539, 2.253) 0.7873 

   Female 48 12 (25.0) NR (6.2, NE) 27 4 (14.8) NR (4.9, NE) 1.557 (0.501, 4.838) 0.4446 

   Interaction        0.5128 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 28 (16.7) NR (NE, NE) 88 11 (12.5) NR (5.6, NE) 0.989 (0.489, 2.000) 0.9771 

   White 38 14 (36.8) 7.7 (4.2, NE) 13 3 (23.1) 6.9 (4.9, NE) 1.398 (0.397, 4.920) 0.5961 

   Other 8 3 (37.5) NR (0.7, NE) 2 0 (0.0) NR (NE, NE) 35203589.490 (0.000, 

NE) 

0.3681 

   Interaction        0.8300 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 28 (16.8) NR (NE, NE) 88 11 (12.5) NR (5.6, NE) 0.989 (0.489, 2.000) 0.9771 

   Europe 32 12 (37.5) 7.7 (5.8, NE) 13 3 (23.1) 6.9 (4.9, NE) 1.417 (0.394, 5.096) 0.5881 

   Other 15 5 (33.3) NR (3.6, NE) 2 0 (0.0) NR (NE, NE) 11210491.493 (0.000, 

NE) 

0.3793 

   Interaction        0.7898 

 

ECOG performance-status score         

   0 50 11 (22.0) NR (15.9, NE) 19 4 (21.1) NR (0.8, NE) 0.695 (0.220, 2.198) 0.5575 

   1 164 34 (20.7) NR (NE, NE) 84 10 (11.9) NR (5.6, NE) 1.310 (0.643, 2.668) 0.4584 

   Interaction        0.3180 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 35 (22.7) NR (15.9, NE) 66 8 (12.1) NR (NE, NE) 1.347 (0.620, 2.926) 0.4490 

   Never 60 10 (16.7) NR (NE, NE) 37 6 (16.2) 6.9 (4.9, NE) 0.869 (0.314, 2.403) 0.7848 

   Interaction        0.5834 

 

Histology         

   Non-squamous 125 25 (20.0) NR (NE, NE) 62 8 (12.9) NR (5.6, NE) 1.312 (0.590, 2.914) 0.5045 

   Squamous 89 20 (22.5) NR (10.4, NE) 41 6 (14.6) NR (NE, NE) 0.879 (0.342, 2.260) 0.7891 

   Interaction        0.6056 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 33 (23.1) NR (NE, NE) 75 9 (12.0) NR (5.6, NE) 1.559 (0.743, 3.271) 0.2381 

   Unknown 71 12 (16.9) NR (15.9, NE) 28 5 (17.9) NR (NE, NE) 0.531 (0.182, 1.547) 0.2414 

   Interaction        0.1110 

 

ALK rearrangement at baseline         

   Wild type 108 25 (23.1) NR (NE, NE) 48 4 (8.3) NR (5.7, NE) 1.891 (0.648, 5.517) 0.2370 

   Unknown 106 20 (18.9) NR (15.9, NE) 55 10 (18.2) NR (5.6, NE) 0.884 (0.414, 1.891) 0.7532 

   Interaction        0.2913 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 37 (20.6) NR (NE, NE) 88 13 (14.8) NR (5.6, NE) 1.037 (0.549, 1.959) 0.9091 

   Third 34 8 (23.5) NR (5.7, NE) 15 1 (6.7) 6.9 (NE, NE) 2.465 (0.303, 20.087) 0.3881 

   Interaction        0.4861 

 

Disease Stage         

   Locally advanced 33 4 (12.1) NR (10.4, NE) 8 3 (37.5) NR (0.8, NE) 0.111 (0.018, 0.695) 0.0056 

   Metastatic 181 41 (22.7) NR (NE, NE) 95 11 (11.6) NR (5.7, NE) 1.537 (0.787, 3.000) 0.2053 

   Interaction        0.0254 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Insomnia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 9 0 (0.0) NR (NE, NE) 55002863.742 (0.000, 

NE) 

0.4250 

   No 201 44 (21.9) NR (NE, NE) 94 14 (14.9) NR (5.6, NE) 1.088 (0.593, 1.996) 0.7836 

   Interaction        0.9843 

 

Liver metastases at baseline         

   Yes 27 2 (7.4) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 1.384 (0.125, 15.308) 0.7899 

   No 187 43 (23.0) NR (NE, NE) 87 13 (14.9) NR (5.7, NE) 1.120 (0.600, 2.092) 0.7182 

   Interaction        0.9584 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 29 (20.9) NR (33.8, NE) 65 8 (12.3) 20.8 (20.8, NE) 1.393 (0.633, 3.064) 0.4084 

   Age >= 65 Years 75 20 (26.7) 29.5 (14.2, NE) 38 6 (15.8) 31.5 (6.9, NE) 0.970 (0.379, 2.486) 0.9507 

   Interaction        0.8091 

 

Sex         

   Male 166 34 (20.5) NR (NE, NE) 76 10 (13.2) 20.8 (20.8, NE) 1.118 (0.547, 2.284) 0.7552 

   Female 48 15 (31.3) 33.8 (5.6, NE) 27 4 (14.8) 31.5 (6.9, NE) 1.696 (0.555, 5.181) 0.3512 

   Interaction        0.4295 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 35 (20.8) NR (NE, NE) 88 11 (12.5) 20.8 (20.8, NE) 1.326 (0.670, 2.626) 0.4150 

   White 38 10 (26.3) 29.5 (5.6, NE) 13 2 (15.4) NR (4.1, NE) 1.061 (0.224, 5.035) 0.9404 

   Other 8 4 (50.0) 3.5 (1.4, NE) 2 1 (50.0) 31.5 (NE, NE) 141962598.624 

(0.000, NE) 

0.1396 

   Interaction        0.9107 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 35 (21.0) NR (NE, NE) 88 11 (12.5) 20.8 (20.8, NE) 1.326 (0.670, 2.626) 0.4150 

   Europe 32 6 (18.8) 33.8 (29.5, NE) 13 2 (15.4) NR (4.1, NE) 0.654 (0.118, 3.628) 0.6249 

   Other 15 8 (53.3) 3.5 (2.9, NE) 2 1 (50.0) 31.5 (NE, NE) 42725858.823 (0.000, 

NE) 

0.1339 

   Interaction        0.8716 

 

ECOG performance-status score         

   0 50 14 (28.0) NR (14.6, NE) 19 1 (5.3) 31.5 (NE, NE) 4.033 (0.529, 30.729) 0.1454 

   1 164 35 (21.3) NR (33.8, NE) 84 13 (15.5) 20.8 (6.9, NE) 1.001 (0.524, 1.915) 0.9956 

   Interaction        0.2114 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 33 (21.4) NR (33.8, NE) 66 9 (13.6) 20.8 (5.1, NE) 1.045 (0.493, 2.218) 0.9024 

   Never 60 16 (26.7) 29.5 (14.5, NE) 37 5 (13.5) 31.5 (6.9, NE) 1.692 (0.616, 4.645) 0.3056 

   Interaction        0.4367 

 

Histology         

   Non-squamous 125 27 (21.6) NR (29.5, NE) 62 10 (16.1) 31.5 (20.8, NE) 1.063 (0.511, 2.212) 0.8717 

   Squamous 89 22 (24.7) 33.8 (14.2, NE) 41 4 (9.8) NR (5.1, NE) 1.577 (0.531, 4.687) 0.4085 

   Interaction        0.4518 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 32 (22.4) NR (29.5, NE) 75 12 (16.0) 20.8 (6.9, NE) 1.044 (0.532, 2.050) 0.8989 

   Unknown 71 17 (23.9) NR (14.2, NE) 28 2 (7.1) NR (3.6, NE) 2.187 (0.497, 9.617) 0.2864 

   Interaction        0.3559 

 

ALK rearrangement at baseline         

   Wild type 108 23 (21.3) NR (NE, NE) 48 7 (14.6) NR (5.1, NE) 1.148 (0.486, 2.708) 0.7514 

   Unknown 106 26 (24.5) 33.8 (14.2, NE) 55 7 (12.7) 31.5 (6.9, NE) 1.502 (0.648, 3.482) 0.3401 

   Interaction        0.3432 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 36 (20.0) NR (33.8, NE) 88 12 (13.6) 31.5 (20.8, NE) 1.062 (0.547, 2.064) 0.8568 

   Third 34 13 (38.2) 14.2 (2.9, NE) 15 2 (13.3) 6.9 (NE, NE) 1.959 (0.435, 8.818) 0.3726 

   Interaction        0.5127 

 

Disease Stage         

   Locally advanced 33 8 (24.2) NR (5.6, NE) 8 1 (12.5) NR (4.1, NE) 1.889 (0.235, 15.213) 0.5459 

   Metastatic 181 41 (22.7) NR (29.5, NE) 95 13 (13.7) 20.8 (20.8, NE) 1.179 (0.625, 2.223) 0.6128 

   Interaction        0.7476 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Appetite Loss 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (0.7, NE) 9 1 (11.1) NR (1.4, NE) 2.121 (0.220, 20.441) 0.5054 

   No 201 46 (22.9) NR (29.5, NE) 94 13 (13.8) 20.8 (20.8, NE) 1.187 (0.635, 2.218) 0.5912 

   Interaction        0.7799 

 

Liver metastases at baseline         

   Yes 27 3 (11.1) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 62046395.097 (0.000, 

NE) 

0.1384 

   No 187 46 (24.6) NR (29.5, NE) 87 14 (16.1) 20.8 (6.9, NE) 1.075 (0.586, 1.972) 0.8155 

   Interaction        0.9855 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 21 (15.1) NR (38.7, NE) 65 4 (6.2) NR (11.9, NE) 1.956 (0.667, 5.737) 0.2129 

   Age >= 65 Years 75 11 (14.7) NR (NE, NE) 38 3 (7.9) NR (NE, NE) 1.252 (0.341, 4.591) 0.7358 

   Interaction        0.6481 

 

Sex         

   Male 166 19 (11.4) NR (NE, NE) 76 4 (5.3) NR (NE, NE) 1.691 (0.572, 5.001) 0.3358 

   Female 48 13 (27.1) 38.7 (6.6, NE) 27 3 (11.1) NR (11.9, NE) 2.118 (0.597, 7.511) 0.2351 

   Interaction        0.6524 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 22 (13.1) NR (NE, NE) 88 4 (4.5) NR (NE, NE) 2.445 (0.841, 7.108) 0.0898 

   White 38 8 (21.1) 38.7 (7.6, NE) 13 2 (15.4) 11.9 (11.9, NE) 0.997 (0.206, 4.817) 0.9969 

   Other 8 2 (25.0) NR (0.8, NE) 2 1 (50.0) 3.5 (NE, NE) 0.250 (0.016, 3.997) 0.2888 

   Interaction        0.4090 

 

Region         

   China 167 22 (13.2) NR (NE, NE) 88 4 (4.5) NR (NE, NE) 2.445 (0.841, 7.108) 0.0898 

   Europe 32 7 (21.9) 38.7 (7.6, NE) 13 2 (15.4) 11.9 (11.9, NE) 1.084 (0.218, 5.389) 0.9210 

   Other 15 3 (20.0) NR (6.2, NE) 2 1 (50.0) 3.5 (NE, NE) 0.126 (0.008, 2.025) 0.0826 

   Interaction        0.3230 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 8 (16.0) NR (NE, NE) 19 1 (5.3) NR (3.5, NE) 2.138 (0.267, 17.144) 0.4662 

   1 164 24 (14.6) NR (38.7, NE) 84 6 (7.1) NR (11.9, NE) 1.600 (0.649, 3.942) 0.3009 

   Interaction        0.8498 

 

Smoking Status         

   Current or Former 154 20 (13.0) NR (38.7, NE) 66 4 (6.1) NR (NE, NE) 1.619 (0.548, 4.779) 0.3744 

   Never 60 12 (20.0) NR (7.6, NE) 37 3 (8.1) NR (4.3, NE) 2.306 (0.650, 8.182) 0.1841 

   Interaction        0.6495 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 21 (16.8) NR (NE, NE) 62 5 (8.1) NR (11.9, NE) 1.735 (0.652, 4.613) 0.2644 

   Squamous 89 11 (12.4) NR (38.7, NE) 41 2 (4.9) NR (NE, NE) 1.863 (0.407, 8.527) 0.4117 

   Interaction        0.9550 

 

EGFR mutation at baseline         

   Wild type 143 25 (17.5) NR (38.7, NE) 75 6 (8.0) NR (11.9, NE) 1.747 (0.713, 4.284) 0.2170 

   Unknown 71 7 (9.9) NR (NE, NE) 28 1 (3.6) NR (NE, NE) 2.012 (0.247, 16.423) 0.5054 

   Interaction        0.9975 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 22 (20.4) NR (NE, NE) 48 2 (4.2) NR (NE, NE) 4.113 (0.962, 17.587) 0.0385 

   Unknown 106 10 (9.4) NR (38.7, NE) 55 5 (9.1) NR (11.9, NE) 0.761 (0.258, 2.244) 0.6216 

   Interaction        0.1070 

 

Line of therapy         

   Second 180 28 (15.6) NR (NE, NE) 88 7 (8.0) NR (11.9, NE) 1.509 (0.655, 3.475) 0.3290 

   Third 34 4 (11.8) NR (NE, NE) 15 0 (0.0) NR (NE, NE) 14253601.984 (0.000, 

NE) 

0.2511 

   Interaction        0.9891 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 2 (6.1) NR (NE, NE) 8 1 (12.5) 11.9 (NE, NE) 0.435 (0.039, 4.900) 0.4886 

   Metastatic 181 30 (16.6) NR (NE, NE) 95 6 (6.3) NR (NE, NE) 2.010 (0.833, 4.854) 0.1125 

   Interaction        0.2488 

 

Brain metastases at baseline         

   Yes 13 4 (30.8) NR (0.7, NE) 9 0 (0.0) NR (NE, NE) 54596967.589 (0.000, 

NE) 

0.1140 

   No 201 28 (13.9) NR (NE, NE) 94 7 (7.4) NR (11.9, NE) 1.409 (0.611, 3.246) 0.4180 

   Interaction        0.9864 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Constipation 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 2 (7.4) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 58417587.568 (0.000, 

NE) 

0.2444 

   No 187 30 (16.0) NR (NE, NE) 87 7 (8.0) NR (11.9, NE) 1.496 (0.654, 3.423) 0.3358 

   Interaction        0.9888 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 10 (7.2) NR (43.2, NE) 65 3 (4.6) NR (NE, NE) 0.979 (0.264, 3.626) 0.9757 

   Age >= 65 Years 75 3 (4.0) NR (NE, NE) 38 2 (5.3) 17.2 (10.4, NE) 0.200 (0.031, 1.277) 0.0622 

   Interaction        0.3795 

 

Sex         

   Male 166 9 (5.4) NR (NE, NE) 76 3 (3.9) NR (17.2, NE) 0.743 (0.198, 2.792) 0.6594 

   Female 48 4 (8.3) 43.2 (NE, NE) 27 2 (7.4) NR (10.4, NE) 0.657 (0.109, 3.943) 0.6435 

   Interaction        0.7773 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 7 (4.2) NR (NE, NE) 88 4 (4.5) NR (17.2, NE) 0.518 (0.148, 1.807) 0.2940 

   White 38 6 (15.8) 43.2 (NE, NE) 13 0 (0.0) NR (NE, NE) 13550321.403 (0.000, 

NE) 

0.2260 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) 10.4 (NE, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 7 (4.2) NR (NE, NE) 88 4 (4.5) NR (17.2, NE) 0.518 (0.148, 1.807) 0.2940 

   Europe 32 4 (12.5) NR (6.5, NE) 13 0 (0.0) NR (NE, NE) 15029217.513 (0.000, 

NE) 

0.2200 

   Other 15 2 (13.3) 43.2 (5.7, NE) 2 1 (50.0) 10.4 (NE, NE) 0.144 (0.009, 2.324) 0.1127 

   Interaction        0.8695 

 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 19 1 (5.3) NR (10.4, NE) 0.356 (0.032, 3.935) 0.3785 

   1 164 11 (6.7) NR (43.2, NE) 84 4 (4.8) NR (17.2, NE) 0.803 (0.249, 2.592) 0.7134 

   Interaction        0.5226 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 10 (6.5) NR (NE, NE) 66 3 (4.5) 17.2 (17.2, NE) 0.725 (0.196, 2.677) 0.6282 

   Never 60 3 (5.0) 43.2 (43.2, NE) 37 2 (5.4) NR (10.4, NE) 0.460 (0.064, 3.284) 0.4272 

   Interaction        0.9956 

 

Histology         

   Non-squamous 125 7 (5.6) NR (43.2, NE) 62 4 (6.5) NR (10.4, NE) 0.483 (0.135, 1.730) 0.2537 

   Squamous 89 6 (6.7) NR (NE, NE) 41 1 (2.4) NR (NE, NE) 1.353 (0.159, 11.479) 0.7809 

   Interaction        0.5303 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 9 (6.3) NR (43.2, NE) 75 4 (5.3) NR (10.4, NE) 0.632 (0.188, 2.128) 0.4561 

   Unknown 71 4 (5.6) NR (NE, NE) 28 1 (3.6) NR (3.6, NE) 0.790 (0.087, 7.189) 0.8343 

   Interaction        0.9715 

 

ALK rearrangement at baseline         

   Wild type 108 8 (7.4) -- 48 1 (2.1) -- -- -- 

   Unknown 106 5 (4.7) -- 55 4 (7.3) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 11 (6.1) NR (NE, NE) 88 4 (4.5) NR (10.4, NE) 0.726 (0.225, 2.342) 0.5907 

   Third 34 2 (5.9) NR (NE, NE) 15 1 (6.7) NR (1.4, NE) 0.387 (0.032, 4.616) 0.4372 

   Interaction        0.5173 

 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 11173815.808 (0.000, 

NE) 

0.6949 

   Metastatic 181 12 (6.6) NR (43.2, NE) 95 5 (5.3) NR (10.4, NE) 0.664 (0.227, 1.940) 0.4517 

   Interaction        0.9937 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Diarrhea 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (2.7, NE) 9 1 (11.1) NR (1.4, NE) 0.408 (0.025, 6.622) 0.5151 

   No 201 12 (6.0) NR (43.2, NE) 94 4 (4.3) NR (10.4, NE) 0.712 (0.223, 2.271) 0.5644 

   Interaction        0.6503 

 

Liver metastases at baseline         

   Yes 27 0 (0.0) NR (NE, NE) 16 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   No 187 13 (7.0) NR (43.2, NE) 87 5 (5.7) NR (10.4, NE) 0.636 (0.222, 1.820) 0.3948 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 19 (13.7) NR (NE, NE) 65 10 (15.4) NR (NE, NE) 0.711 (0.330, 1.534) 0.3767 

   Age >= 65 Years 75 14 (18.7) NR (NE, NE) 38 4 (10.5) 31.5 (31.5, NE) 1.503 (0.491, 4.602) 0.4722 

   Interaction        0.2420 

 

Sex         

   Male 166 24 (14.5) NR (NE, NE) 76 9 (11.8) NR (NE, NE) 0.966 (0.446, 2.090) 0.9300 

   Female 48 9 (18.8) NR (12.0, NE) 27 5 (18.5) 31.5 (31.5, NE) 0.878 (0.294, 2.620) 0.8143 

   Interaction        0.8978 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 26 (15.5) NR (NE, NE) 88 12 (13.6) NR (NE, NE) 0.897 (0.450, 1.787) 0.7496 

   White 38 5 (13.2) NR (NE, NE) 13 1 (7.7) NR (NE, NE) 1.496 (0.174, 12.879) 0.7202 

   Other 8 2 (25.0) NR (0.8, NE) 2 1 (50.0) 31.5 (NE, NE) 35482460.658 (0.000, 

NE) 

0.4643 

   Interaction        0.8514 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 26 (15.6) NR (NE, NE) 88 12 (13.6) NR (NE, NE) 0.897 (0.450, 1.787) 0.7496 

   Europe 32 5 (15.6) NR (12.0, NE) 13 1 (7.7) NR (NE, NE) 1.841 (0.214, 15.847) 0.5807 

   Other 15 2 (13.3) NR (NE, NE) 2 1 (50.0) 31.5 (NE, NE) 0.624 (0.044, 8.830) 0.7258 

   Interaction        0.5691 

 

ECOG performance-status score         

   0 50 5 (10.0) NR (NE, NE) 19 4 (21.1) 31.5 (0.8, NE) 0.323 (0.086, 1.205) 0.0785 

   1 164 28 (17.1) NR (NE, NE) 84 10 (11.9) NR (NE, NE) 1.215 (0.588, 2.511) 0.6015 

   Interaction        0.0705 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 25 (16.2) NR (NE, NE) 66 10 (15.2) NR (NE, NE) 0.826 (0.394, 1.732) 0.6142 

   Never 60 8 (13.3) NR (NE, NE) 37 4 (10.8) 31.5 (31.5, NE) 1.086 (0.326, 3.616) 0.9006 

   Interaction        0.7047 

 

Histology         

   Non-squamous 125 18 (14.4) NR (NE, NE) 62 8 (12.9) NR (31.5, NE) 0.971 (0.422, 2.237) 0.9428 

   Squamous 89 15 (16.9) NR (NE, NE) 41 6 (14.6) NR (2.9, NE) 0.797 (0.304, 2.093) 0.6436 

   Interaction        0.8459 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 19 (13.3) NR (NE, NE) 75 10 (13.3) NR (31.5, NE) 0.852 (0.395, 1.837) 0.6765 

   Unknown 71 14 (19.7) NR (NE, NE) 28 4 (14.3) NR (NE, NE) 0.918 (0.298, 2.834) 0.8852 

   Interaction        0.7989 

 

ALK rearrangement at baseline         

   Wild type 108 17 (15.7) NR (NE, NE) 48 8 (16.7) NR (NE, NE) 0.705 (0.301, 1.652) 0.4181 

   Unknown 106 16 (15.1) NR (NE, NE) 55 6 (10.9) NR (31.5, NE) 1.204 (0.471, 3.081) 0.6949 

   Interaction        0.3658 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 29 (16.1) NR (NE, NE) 88 14 (15.9) NR (31.5, NE) 0.831 (0.438, 1.578) 0.5663 

   Third 34 4 (11.8) NR (7.0, NE) 15 0 (0.0) NR (NE, NE) 14279063.698 (0.000, 

NE) 

0.2712 

   Interaction        0.9868 

 

Disease Stage         

   Locally advanced 33 5 (15.2) NR (NE, NE) 8 2 (25.0) NR (0.7, NE) 0.619 (0.120, 3.194) 0.5580 

   Metastatic 181 28 (15.5) NR (NE, NE) 95 12 (12.6) 31.5 (31.5, NE) 0.950 (0.481, 1.877) 0.8820 

   Interaction        0.5543 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.11.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Financial Difficulties 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (0.7, NE) 9 1 (11.1) NR (1.4, NE) 2.121 (0.220, 20.441) 0.5054 

   No 201 30 (14.9) NR (NE, NE) 94 13 (13.8) NR (31.5, NE) 0.862 (0.448, 1.658) 0.6520 

   Interaction        0.5314 

 

Liver metastases at baseline         

   Yes 27 3 (11.1) NR (5.3, NE) 16 2 (12.5) NR (1.4, NE) 0.768 (0.125, 4.715) 0.7775 

   No 187 30 (16.0) NR (NE, NE) 87 12 (13.8) NR (31.5, NE) 0.933 (0.476, 1.827) 0.8352 

   Interaction        0.9602 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.2.2.4.11.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 50, events = 14, Median: NR, 95% CI: 2.8 - NE
Docetaxel: n = 19, events = 7, Median: 4.9, 95% CI: 0.7 - NE

HR (95% CI): 0.426 (0.170, 1.069)
Log-rank test p-value: 0.0647

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.11.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 164, events = 48, Median: 27.8, 95% CI: 7.0 - NE
Docetaxel: n = 84, events = 14, Median: NR, 95% CI: 5.6 - NE

HR (95% CI): 1.312 (0.718, 2.397)
Log-rank test p-value: 0.3632

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.11.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Disease Stage: Locally advanced

Outcome: Insomnia
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T islelizumab: n = 33, events = 4, Median: NR, 95% CI: 10.4 - NE
Docetaxel: n = 8, events = 3, Median: NR, 95% CI: 0.8 - NE

HR (95% CI): 0.111 (0.018, 0.695)
Log-rank test p-value: 0.0056

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.11.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-C30 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 181, events = 41, Median: NR, 95% CI: NE - NE
Docetaxel: n = 95, events = 11, Median: NR, 95% CI: 5.7 - NE

HR (95% CI): 1.537 (0.787, 3.000)
Log-rank test p-value: 0.2053

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EORTC QLQ-C30 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 32.5 (24.81)  32.6 (25.45)  32.6 (24.97)  

Median 33.3  33.3  33.3  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 33.3 (26.22) 1.4 (23.89) 34.5 (27.11) 4.4 (23.01) 33.7 (26.44) 2.3 (23.63) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 28.2 (23.88) -3.3 (23.68) 32.9 (25.69) 2.9 (22.52) 29.5 (24.45) -1.5 (23.47) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 24.2 (21.90) -7.4 (23.86) 28.8 (23.40) -1.5 (18.96) 25.3 (22.31) -5.9 (22.81) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 22.1 (22.11) -9.0 (24.63) 26.9 (24.97) 0.9 (24.54) 23.2 (22.79) -6.8 (24.89) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 21.2 (20.16) -10.3 (23.08) 26.3 (27.33) 0.0 (27.64) 22.4 (22.06) -7.9 (24.52) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 19.5 (22.08) -12.4 (25.39) 28.6 (26.43) 4.8 (30.34) 21.2 (23.08) -9.3 (27.05) 

Median 0.0 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 19.9 (22.31) -12.0 (24.74) 27.8 (26.20) 3.7 (15.71) 21.2 (23.07) -9.3 (24.14) 

Median 0.0 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 18.8 (21.77) -12.5 (26.18) 23.5 (22.87) -2.0 (27.56) 19.6 (21.92) -10.7 (26.59) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -67, 33 0, 67 -67, 33 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 20.8 (22.22) -11.6 (26.71) 26.7 (28.73) 2.2 (23.46) 21.8 (23.42) -9.1 (26.56) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 16.7 (22.67) -15.7 (26.69) 26.7 (28.73) 2.2 (29.46) 18.5 (24.00) -12.4 (27.89) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 18.8 (22.28) -12.9 (23.65) 35.7 (30.56) 9.5 (27.51) 21.9 (24.68) -8.8 (25.74) 

Median 0.0 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 20.8 (22.53) -10.1 (22.85) 29.6 (35.14) 11.1 (33.33) 22.1 (24.49) -7.2 (25.34) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 20.8 (24.26) -10.1 (27.65) 25.9 (36.43) 7.4 (36.43) 21.5 (25.97) -7.7 (29.33) 

Median 16.7 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 22.0 (25.27) -9.4 (24.79) 25.9 (32.39) 7.4 (32.39) 22.6 (26.15) -7.0 (26.40) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -100, 67 0, 100 -33, 67 0, 100 -100, 67 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 20.4 (21.32) -10.9 (21.93) 20.8 (24.80) 0.0 (30.86) 20.5 (21.60) -9.4 (23.36) 

Median 33.3 0.0 16.7 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 18.0 (20.44) -12.7 (22.22) 29.2 (27.82) 8.3 (34.50) 19.5 (21.66) -9.8 (24.98) 

Median 0.0 0.0 33.3 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 -16.7, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 18.0 (23.53) -12.7 (23.22) 16.7 (25.20) -4.2 (21.36) 17.8 (23.54) -11.5 (22.99) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 20.1 (25.49) -9.7 (23.78) 25.0 (29.55) 4.2 (33.03) 20.8 (25.87) -7.7 (25.42) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 50.0 -16.7, 16.7 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 67 0, 100 -67, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 19.6 (22.85) -10.9 (25.39) 16.7 (17.82) -4.2 (21.36) 19.1 (22.06) -9.9 (24.77) 

Median 16.7 0.0 16.7 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -100, 33 0, 33 -33, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 20.0 (20.60) -11.1 (24.62) 20.8 (24.80) 0.0 (25.20) 20.1 (21.02) -9.4 (24.79) 

Median 33.3 0.0 16.7 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -16.7, 16.7 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 19.7 (24.19) -11.4 (22.67) 20.0 (18.26) -6.7 (27.89) 19.7 (23.49) -10.9 (22.96) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 18.4 (20.06) -13.2 (22.65) 26.7 (14.91) 0.0 (23.57) 19.4 (19.56) -11.6 (22.87) 

Median 16.7 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 19.8 (25.41) -12.6 (25.28) 26.7 (14.91) 0.0 (23.57) 20.6 (24.36) -11.1 (25.15) 

Median 0.0 0.0 33.3 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 17.1 (21.95) -15.2 (21.91) 26.7 (27.89) 0.0 (33.33) 18.3 (22.58) -13.3 (23.63) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 17.2 (22.24) -15.2 (23.70) 26.7 (27.89) 0.0 (40.82) 18.4 (22.86) -13.2 (26.33) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 19.2 (23.61) -13.1 (24.92) 33.3 (23.57) 6.7 (27.89) 21.1 (23.79) -10.5 (25.83) 

Median 0.0 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 33 0, 100 -67, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 16.2 (20.62) -16.2 (29.01) 33.3 (23.57) 6.7 (27.89) 18.4 (21.50) -13.2 (29.55) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -100, 33 0, 67 -33, 33 0, 67 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 18.3 (22.51) -14.0 (22.40) 20.0 (29.81) -6.7 (27.89) 18.5 (23.16) -13.0 (22.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 19.0 (26.34) -10.7 (22.32) 20.0 (18.26) -6.7 (14.91) 19.2 (25.04) -10.1 (21.22) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 33 -33, 0 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 16.0 (21.42) -13.6 (19.08) 6.7 (14.91) -20.0 (18.26) 14.6 (20.63) -14.6 (18.81) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 0 0, 33 -33, 0 0, 67 -67, 0 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 18.7 (23.73) -12.0 (21.26) 20.0 (29.81) -6.7 (27.89) 18.9 (24.26) -11.1 (22.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 20.3 (24.08) -10.1 (23.43) 13.3 (18.26) -13.3 (18.26) 19.0 (23.00) -10.7 (22.32) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 0 0, 67 -67, 33 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 18.8 (24.26) -11.6 (21.58) 55.6 (50.92) 33.3 (66.67) 23.1 (29.47) -6.4 (31.30) 

Median 0.0 0.0 66.7 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 100.0 -33.3, 100.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 17.5 (22.65) -14.3 (22.54) 33.3 (33.33) 11.1 (38.49) 19.4 (23.91) -11.1 (25.38) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 20.6 (22.30) -11.1 (24.34) 22.2 (19.25) 0.0 (33.33) 20.8 (21.56) -9.7 (25.02) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 19.0 (22.54) -12.7 (22.30) 11.1 (19.25) -11.1 (19.25) 18.1 (21.93) -12.5 (21.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 0 0, 67 -67, 33 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 19.0 (24.88) -12.7 (22.30) 22.2 (38.49) 0.0 (33.33) 19.4 (25.85) -11.1 (23.40) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 19.0 (29.00) -12.7 (22.30) 22.2 (38.49) 0.0 (33.33) 19.4 (29.35) -11.1 (23.40) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 -33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 33 0, 67 -33, 33 0, 100 -67, 33 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 19.0 (24.88) -12.7 (19.65) 11.1 (19.25) -11.1 (19.25) 18.1 (24.04) -12.5 (19.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 0 0, 33 -33, 0 0, 67 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 14.0 (20.23) -15.8 (23.22) 11.1 (19.25) -11.1 (19.25) 13.6 (19.68) -15.2 (22.37) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 0 0, 67 -67, 33 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 14.8 (23.49) -14.8 (20.52) 33.3 (33.33) 11.1 (19.25) 17.5 (24.99) -11.1 (21.94) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 66.7 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 0 0, 67 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 13.0 (20.26) -16.7 (20.61) 33.3 (0.00) 11.1 (19.25) 15.9 (20.05) -12.7 (22.30) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 0 33, 33 0, 33 0, 67 -67, 33 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 22.2 (30.25) -7.4 (35.34) 22.2 (19.25) 0.0 (0.00) 22.2 (28.54) -6.3 (32.69) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 100 -67, 100 0, 33 0, 0 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 14.8 (20.52) -14.8 (23.49) 22.2 (19.25) 0.0 (33.33) 15.9 (20.05) -12.7 (24.67) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 14.8 (20.52) -14.8 (23.49) 0.0 (0.00) -16.7 (23.57) 13.3 (19.94) -15.0 (22.88) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 0 -33, 0 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 14.8 (20.52) -14.8 (23.49) 33.3 (0.00) 16.7 (23.57) 16.7 (20.23) -11.7 (24.84) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 33.3, 33.3 0.0, 33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 33, 33 0, 33 0, 67 -67, 33 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 17.6 (23.91) -11.8 (23.40) 0.0 (0.00) -16.7 (23.57) 15.8 (23.22) -12.3 (22.80) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 0 -33, 0 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 17.6 (23.91) -11.8 (23.40) 0.0 (0.00) -16.7 (23.57) 15.8 (23.22) -12.3 (22.80) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 0 -33, 0 0, 67 -67, 33 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 17.6 (26.66) -11.8 (23.40) 0.0 (0.00) -16.7 (23.57) 15.8 (25.74) -12.3 (22.80) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 0 -33, 0 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 17.8 (24.77) -13.3 (24.56) 0.0 (0.00) -16.7 (23.57) 15.7 (23.91) -13.7 (23.74) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 0 -33, 0 0, 67 -67, 33 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 15.6 (24.77) -15.6 (21.33) 16.7 (23.57) 0.0 (0.00) 15.7 (23.91) -13.7 (20.61) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 0 0, 33 0, 0 0, 67 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 15.6 (24.77) -15.6 (21.33) 0.0 (0.00) -16.7 (23.57) 13.7 (23.74) -15.7 (20.81) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 0 0, 0 -33, 0 0, 67 -67, 0 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 20.0 (24.56) -11.1 (24.12) 0.0 (0.00) -16.7 (23.57) 17.6 (23.91) -11.8 (23.40) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 0 -33, 0 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 16.7 (25.32) -11.9 (21.11) 0.0 (0.00) -16.7 (23.57) 14.6 (24.25) -12.5 (20.64) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 0 0, 0 -33, 0 0, 67 -67, 0 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 15.4 (25.88) -15.4 (22.01) 16.7 (23.57) 0.0 (0.00) 15.6 (24.77) -13.3 (21.08) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 0 0, 33 0, 0 0, 67 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 20.5 (25.60) -10.3 (25.04) 0.0 (0.00) -16.7 (23.57) 17.8 (24.77) -11.1 (24.12) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 0 -33, 0 0, 67 -67, 33 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 20.5 (25.60) -10.3 (25.04) 0.0 (NE) -33.3 (NE) 19.0 (25.20) -11.9 (24.83) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 0 -33, -33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 22.2 (25.95) -8.3 (25.13) 16.7 (23.57) 0.0 (0.00) 21.4 (24.83) -7.1 (23.31) 

Median 16.7 0.0 16.7 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 -16.7, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 33 0, 0 0, 67 -67, 33 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 16.7 (22.47) -13.9 (22.29) 0.0 (0.00) -16.7 (23.57) 14.3 (21.54) -14.3 (21.54) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 0 0, 0 -33, 0 0, 67 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 23.3 (27.44) -6.7 (26.29) 16.7 (23.57) 0.0 (47.14) 22.2 (25.95) -5.6 (27.83) 

Median 16.7 0.0 16.7 0.0 16.7 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 33.3 -16.7, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 18.5 (29.40) -14.8 (24.22) 0.0 (0.00) -16.7 (23.57) 15.2 (27.34) -15.2 (22.92) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -67, 0 0, 0 -33, 0 0, 67 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5035



Protocol BGB-A317-303 Page 32 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 12.5 (24.80) -16.7 (25.20) 0.0 (NE) 0.0 (NE) 11.1 (23.57) -14.8 (24.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -67, 0 0, 0 0, 0 0, 67 -67, 0 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 19.0 (37.80) -4.8 (23.00) 0.0 (NE) 0.0 (NE) 16.7 (35.63) -4.2 (21.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 

Min, Max 0, 100 -33, 33 0, 0 0, 0 0, 100 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 16.7 (27.89) -11.1 (17.21) 0.0 (NE) 0.0 (NE) 14.3 (26.23) -9.5 (16.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 0 0, 0 0, 0 0, 67 -33, 0 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 27.8 (25.09) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 23.8 (25.20) 0.0 (19.25) 

Median 33.3 0.0 0.0 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 0 0, 0 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 27.8 (25.09) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 23.8 (25.20) 0.0 (19.25) 

Median 33.3 0.0 0.0 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 0 0, 0 0, 67 -33, 33 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 16.7 (27.89) -11.1 (17.21) 66.7 (NE) 66.7 (NE) 23.8 (31.71) 0.0 (33.33) 

Median 0.0 0.0 66.7 66.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 66.7, 66.7 66.7, 66.7 0.0, 66.7 -33.3, 0.0 

Min, Max 0, 67 -33, 0 67, 67 67, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (17.21) -16.7 (18.26) 66.7 (NE) 66.7 (NE) 19.0 (26.23) -4.8 (35.63) 

Median 0.0 -16.7 66.7 66.7 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 66.7, 66.7 66.7, 66.7 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 33 -33, 0 67, 67 67, 67 0, 67 -33, 67 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 20.0 (29.81) -13.3 (18.26) 0.0 (NE) 0.0 (NE) 16.7 (27.89) -11.1 (17.21) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 0 0, 0 0, 0 0, 67 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 33.3 (27.22) -8.3 (16.67)   33.3 (27.22) -8.3 (16.67) 

Median 33.3 0.0   33.3 0.0 

Q1, Q3 16.7, 50.0 -16.7, 0.0   16.7, 50.0 -16.7, 0.0 

Min, Max 0, 67 -33, 0   0, 67 -33, 0 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 33.3 (0.00) -22.2 (19.25)   33.3 (0.00) -22.2 (19.25) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, 0.0   33.3, 33.3 -33.3, 0.0 

Min, Max 33, 33 -33, 0   33, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 33.3 (0.00) -16.7 (23.57)   33.3 (0.00) -16.7 (23.57) 

Median 33.3 -16.7   33.3 -16.7 

Q1, Q3 33.3, 33.3 -33.3, 0.0   33.3, 33.3 -33.3, 0.0 

Min, Max 33, 33 -33, 0   33, 33 -33, 0 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 33.3 (0.00) -16.7 (23.57)   33.3 (0.00) -16.7 (23.57) 

Median 33.3 -16.7   33.3 -16.7 

Q1, Q3 33.3, 33.3 -33.3, 0.0   33.3, 33.3 -33.3, 0.0 

Min, Max 33, 33 -33, 0   33, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 33.3 (0.00) -16.7 (23.57)   33.3 (0.00) -16.7 (23.57) 

Median 33.3 -16.7   33.3 -16.7 

Q1, Q3 33.3, 33.3 -33.3, 0.0   33.3, 33.3 -33.3, 0.0 

Min, Max 33, 33 -33, 0   33, 33 -33, 0 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 33.3 (0.00) -16.7 (23.57)   33.3 (0.00) -16.7 (23.57) 

Median 33.3 -16.7   33.3 -16.7 

Q1, Q3 33.3, 33.3 -33.3, 0.0   33.3, 33.3 -33.3, 0.0 

Min, Max 33, 33 -33, 0   33, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 33.3 (NE) -33.3 (NE)   33.3 (NE) -33.3 (NE) 

Median 33.3 -33.3   33.3 -33.3 

Q1, Q3 33.3, 33.3 -33.3, -33.3   33.3, 33.3 -33.3, -33.3 

Min, Max 33, 33 -33, -33   33, 33 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Coughing 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 30.9 (27.81) -0.2 (26.86) 38.1 (29.64) 6.2 (29.65) 33.3 (28.58) 2.0 (27.94) 

Median 33.3 0.0 33.3 0.0 33.3 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 66.7 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 4.9 (13.86)  4.8 (11.77)  4.9 (13.22)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 67  0, 33  0, 67  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 6.5 (15.25) 1.2 (13.27) 5.2 (12.13) 0.8 (11.54) 6.1 (14.37) 1.1 (12.76) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 33 -33, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 5.4 (14.22) -0.4 (15.20) 4.3 (12.59) -0.5 (12.03) 5.1 (13.76) -0.4 (14.34) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 67 -33, 33 0, 100 -67, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 4.3 (13.33) -1.0 (15.44) 3.0 (9.69) -1.5 (12.36) 4.0 (12.50) -1.1 (14.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 33 -33, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5051



Protocol BGB-A317-303 Page 48 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 3.0 (10.50) -2.7 (16.92) 2.8 (9.34) -1.9 (13.67) 3.0 (10.22) -2.5 (16.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -33, 33 0, 67 -67, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 4.0 (11.86) -1.9 (17.03) 1.0 (5.80) -4.0 (13.84) 3.3 (10.80) -2.4 (16.31) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 2.8 (10.55) -2.5 (16.39) 3.2 (10.03) -3.2 (17.97) 2.9 (10.42) -2.6 (16.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 3.0 (9.59) -1.9 (15.37) 3.7 (10.78) -1.9 (17.98) 3.1 (9.75) -1.9 (15.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 6.3 (15.09) 1.7 (19.77) 5.9 (17.62) 0.0 (23.57) 6.2 (15.46) 1.4 (20.37) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 3.9 (12.18) -1.0 (18.05) 6.7 (13.80) 0.0 (21.82) 4.4 (12.44) -0.8 (18.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 3.4 (10.20) -1.5 (16.73) 6.7 (13.80) 0.0 (21.82) 4.0 (10.92) -1.2 (17.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 33 0, 33 -67, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 2.7 (9.15) -2.2 (15.82) 9.5 (27.51) 2.4 (33.24) 3.9 (14.37) -1.3 (19.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 1.8 (7.57) -3.6 (15.15) 11.1 (33.33) 11.1 (33.33) 3.1 (14.10) -1.5 (19.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 0, 100 0, 100 -67, 100 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 3.0 (9.59) -2.4 (15.38) 11.1 (33.33) 11.1 (33.33) 4.1 (15.03) -0.5 (19.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 0, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 1.9 (7.78) -3.8 (15.55) 0.0 (0.00) 0.0 (0.00) 1.6 (7.21) -3.2 (14.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 1.4 (6.66) -3.4 (12.26) 4.2 (11.79) 4.2 (11.79) 1.8 (7.51) -2.3 (12.38) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 33 0, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 1.3 (6.60) -3.3 (12.14) 0.0 (0.00) 0.0 (0.00) 1.1 (6.14) -2.9 (11.32) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 1.3 (6.60) -3.3 (12.14) 0.0 (0.00) 0.0 (0.00) 1.1 (6.14) -2.9 (11.32) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 2.1 (8.15) -2.1 (14.43) 0.0 (0.00) 0.0 (0.00) 1.8 (7.57) -1.8 (13.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 0.7 (4.91) -3.6 (12.63) 0.0 (0.00) 0.0 (0.00) 0.6 (4.54) -3.1 (11.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 0.7 (4.97) -3.7 (12.76) 0.0 (0.00) 0.0 (0.00) 0.6 (4.58) -3.1 (11.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 0.8 (5.03) -3.0 (12.07) 0.0 (0.00) 0.0 (0.00) 0.7 (4.76) -2.7 (11.46) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 1.8 (7.54) -2.6 (11.96) 0.0 (0.00) 0.0 (0.00) 1.6 (7.10) -2.3 (11.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 0.9 (5.48) -3.6 (13.11) 0.0 (0.00) 0.0 (0.00) 0.8 (5.14) -3.2 (12.34) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 1.0 (5.63) -3.8 (13.46) 0.0 (0.00) 0.0 (0.00) 0.8 (5.27) -3.3 (12.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 5.1 (14.72) 0.0 (20.41) 0.0 (0.00) 0.0 (0.00) 4.4 (13.80) 0.0 (18.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 0 0, 0 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 3.0 (12.81) -2.0 (18.52) 0.0 (0.00) 0.0 (0.00) 2.6 (11.96) -1.8 (17.24) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 0 0, 0 0, 67 -67, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 1.0 (5.80) -4.0 (13.84) 0.0 (0.00) 0.0 (0.00) 0.9 (5.41) -3.5 (12.94) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 3.2 (10.02) -2.2 (17.07) 0.0 (0.00) 0.0 (0.00) 2.8 (9.34) -1.9 (15.83) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 2.4 (8.74) -3.6 (16.58) 0.0 (0.00) 0.0 (0.00) 2.0 (8.08) -3.0 (15.28) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 2.5 (8.90) -3.7 (16.88) 0.0 (0.00) 0.0 (0.00) 2.1 (8.20) -3.1 (15.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 0.0 (0.00) -6.7 (16.67) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -5.6 (15.37) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 0.0 (0.00) -5.8 (16.37) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -4.8 (14.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 0.0 (0.00) -5.8 (16.37) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -5.1 (15.47) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) -6.3 (17.06) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -5.6 (16.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) -4.8 (15.94) 0.0 (0.00) 0.0 (0.00) 1.4 (6.80) -4.2 (14.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 0 0, 0 0, 33 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) -6.3 (17.06) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -5.6 (16.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) -6.3 (17.06) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -5.6 (16.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) -6.3 (17.06) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -5.6 (16.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 0.0 (0.00) -6.3 (17.06) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -5.6 (16.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 0.0 (0.00) -7.0 (17.84) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -6.1 (16.70) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) -7.4 (18.28) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -6.3 (17.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) -7.4 (18.28) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -6.3 (17.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) -7.4 (18.28) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -6.3 (17.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) -7.4 (18.28) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -6.3 (17.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 0.0 (0.00) -7.4 (18.28) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -6.7 (17.44) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 0.0 (0.00) -7.4 (18.28) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -6.7 (17.44) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 0.0 (0.00) -7.8 (18.74) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -7.0 (17.84) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 0.0 (0.00) -7.8 (18.74) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -7.0 (17.84) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 0.0 (0.00) -7.8 (18.74) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -7.0 (17.84) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) -6.7 (18.69) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -5.9 (17.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) -6.7 (18.69) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -5.9 (17.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) -6.7 (18.69) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -5.9 (17.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) -6.7 (18.69) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -5.9 (17.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5076



Protocol BGB-A317-303 Page 73 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 0.0 (0.00) -7.1 (19.30) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -6.3 (18.13) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) -7.7 (19.97) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -6.7 (18.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) -7.7 (19.97) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -6.7 (18.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 2.6 (9.25) -5.1 (22.96) 0.0 (NE) 0.0 (NE) 2.4 (8.91) -4.8 (22.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 0, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 0.0 (0.00) -8.3 (20.72) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -7.1 (19.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 0.0 (0.00) -8.3 (20.72) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -7.1 (19.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 0.0 (0.00) -10.0 (22.50) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -8.3 (20.72) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 0.0 (0.00) -11.1 (23.57) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -9.1 (21.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5080



Protocol BGB-A317-303 Page 77 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) -12.5 (24.80) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -11.1 (23.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -67, 0 0, 0 0, 0 0, 0 -67, 0 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -4.8 (12.60) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -5.6 (13.61) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 0.0 (0.00) -6.7 (14.91) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -5.6 (13.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Haemoptysis 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 6.4 (16.54) 0.7 (18.42) 5.7 (14.98) 0.5 (15.53) 6.2 (15.99) 0.7 (17.45) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 19.6 (14.68)  20.8 (18.02)  20.0 (15.78)  

Median 22.2  22.2  22.2  

Q1, Q3 11.1, 33.3  11.1, 22.2  11.1, 22.2  

Min, Max 0, 67  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 20.7 (16.83) 1.9 (14.21) 20.1 (18.29) 0.0 (13.58) 20.5 (17.25) 1.3 (14.03) 

Median 22.2 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 11.1, 33.3 0.0, 11.1 11.1, 33.3 -11.1, 11.1 11.1, 33.3 -11.1, 11.1 

Min, Max 0, 78 -56, 56 0, 78 -22, 56 0, 78 -56, 56 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 19.9 (16.08) 1.0 (12.37) 19.5 (17.28) -1.7 (14.24) 19.8 (16.40) 0.2 (12.97) 

Median 22.2 0.0 22.2 0.0 22.2 0.0 

Q1, Q3 11.1, 33.3 0.0, 11.1 0.0, 22.2 -11.1, 11.1 11.1, 33.3 -11.1, 11.1 

Min, Max 0, 78 -33, 44 0, 67 -33, 56 0, 78 -33, 56 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 18.4 (17.31) -0.3 (16.71) 18.2 (17.13) -4.0 (13.57) 18.3 (17.22) -1.3 (16.02) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 0.0, 22.2 -11.1, 0.0 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 89 -44, 67 0, 78 -44, 22 0, 89 -44, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 16.5 (15.86) -2.6 (15.83) 16.4 (16.04) -3.1 (15.40) 16.5 (15.85) -2.7 (15.68) 

Median 11.1 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 0.0, 22.2 -11.1, 5.6 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 67 -44, 67 0, 67 -33, 33 0, 67 -44, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 16.8 (16.46) -1.7 (16.35) 18.9 (17.23) -1.7 (14.47) 17.3 (16.61) -1.7 (15.88) 

Median 11.1 0.0 22.2 0.0 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 0.0, 22.2 -11.1, 11.1 0.0, 27.8 -11.1, 5.6 

Min, Max 0, 67 -44, 67 0, 89 -33, 22 0, 89 -44, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 15.4 (16.14) -3.8 (14.80) 20.6 (16.21) 0.0 (21.37) 16.3 (16.21) -3.1 (16.16) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 33.3 -11.1, 0.0 11.1, 22.2 -11.1, 11.1 0.0, 33.3 -11.1, 0.0 

Min, Max 0, 78 -56, 56 0, 67 -67, 44 0, 78 -67, 56 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 16.0 (17.32) -3.6 (15.96) 22.2 (20.17) 1.9 (15.83) 17.0 (17.88) -2.7 (16.00) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 22.2 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 89 -56, 56 0, 78 -22, 33 0, 89 -56, 56 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5098



Protocol BGB-A317-303 Page 95 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 15.6 (16.83) -3.8 (16.39) 20.9 (15.66) 0.7 (27.35) 16.5 (16.68) -3.0 (18.67) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 22.2 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 78 -56, 56 0, 56 -78, 44 0, 78 -78, 56 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 14.2 (14.37) -5.0 (12.43) 23.7 (20.52) 3.0 (21.19) 15.9 (15.93) -3.6 (14.55) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -44, 22 0, 67 -33, 44 0, 67 -44, 44 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 14.1 (13.11) -5.1 (13.63) 23.7 (20.94) 3.0 (23.18) 15.8 (15.14) -3.6 (15.91) 

Median 11.1 0.0 11.1 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -67, 22 0, 78 -44, 56 0, 78 -67, 56 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 14.5 (14.73) -3.9 (13.05) 29.4 (25.64) 7.9 (22.82) 17.3 (18.00) -1.8 (15.82) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 22.2 0.0, 27.8 -11.1, 0.0 

Min, Max 0, 56 -33, 44 0, 89 -22, 67 0, 89 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 15.7 (16.65) -2.6 (17.21) 23.5 (22.53) 6.2 (22.30) 16.8 (17.58) -1.4 (18.06) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 11.1 11.1, 22.2 -11.1, 11.1 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 67 -33, 56 0, 78 -22, 56 0, 78 -33, 56 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 16.5 (16.68) -1.8 (16.11) 32.1 (29.10) 14.8 (27.78) 18.6 (19.36) 0.5 (18.78) 

Median 11.1 0.0 22.2 11.1 22.2 0.0 

Q1, Q3 0.0, 27.8 -11.1, 11.1 22.2, 22.2 0.0, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 67 -33, 44 0, 100 -11, 78 0, 100 -33, 78 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 15.9 (16.24) -2.5 (14.23) 30.9 (27.09) 13.6 (27.65) 18.1 (18.68) -0.2 (17.48) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -11.1, 33.3 0.0, 33.3 -11.1, 11.1 

Min, Max 0, 67 -33, 33 0, 89 -22, 67 0, 89 -33, 67 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 13.6 (14.92) -5.0 (13.62) 29.2 (21.36) 11.1 (22.22) 15.8 (16.66) -2.7 (15.89) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 44.4 -5.6, 27.8 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 67 -33, 33 11, 67 -22, 44 0, 67 -33, 44 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 15.3 (15.70) -2.9 (14.16) 26.4 (10.18) 8.3 (15.43) 16.9 (15.47) -1.3 (14.73) 

Median 11.1 0.0 22.2 11.1 16.7 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 33.3 0.0, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 67 -33, 33 11, 44 -22, 22 0, 67 -33, 33 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 14.7 (15.94) -3.6 (14.10) 19.4 (12.94) 1.4 (18.25) 15.3 (15.55) -2.9 (14.65) 

Median 11.1 0.0 22.2 5.6 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 22.2 -16.7, 16.7 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 78 -33, 44 0, 44 -22, 22 0, 78 -33, 44 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 14.8 (17.20) -2.8 (15.96) 25.0 (16.53) 6.9 (18.72) 16.3 (17.34) -1.4 (16.56) 

Median 11.1 0.0 22.2 5.6 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 33.3 -5.6, 22.2 0.0, 22.2 -11.1, 5.6 

Min, Max 0, 89 -33, 56 11, 56 -22, 33 0, 89 -33, 56 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 14.7 (17.38) -3.1 (16.17) 27.8 (14.55) 9.7 (16.20) 16.7 (17.50) -1.2 (16.67) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 33.3 -5.6, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 89 -33, 56 11, 56 -11, 33 0, 89 -33, 56 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 12.6 (12.45) -5.7 (13.32) 20.8 (7.12) 2.8 (15.43) 13.8 (12.11) -4.4 (13.84) 

Median 11.1 0.0 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 16.7, 22.2 -5.6, 16.7 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -33, 22 11, 33 -22, 22 0, 44 -33, 22 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 13.4 (14.09) -4.8 (14.65) 24.4 (12.17) 11.1 (20.79) 14.5 (14.20) -3.2 (15.88) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 0.0, 11.1 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 56 -33, 33 11, 44 -11, 44 0, 56 -33, 44 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 12.0 (13.27) -6.1 (14.31) 22.2 (0.00) 8.9 (9.30) 13.2 (12.89) -4.4 (14.58) 

Median 11.1 -5.6 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 0.0, 11.1 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -33, 33 22, 22 0, 22 0, 44 -33, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 14.1 (15.42) -4.2 (16.01) 24.4 (4.97) 11.1 (7.86) 15.3 (14.92) -2.4 (16.01) 

Median 11.1 -11.1 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 11.1, 11.1 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 67 -33, 56 22, 33 0, 22 0, 67 -33, 56 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 10.8 (12.20) -7.6 (11.98) 26.7 (9.94) 13.3 (9.30) 12.8 (12.96) -5.0 (13.54) 

Median 11.1 -11.1 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 11.1, 22.2 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -33, 11 22, 44 0, 22 0, 44 -33, 22 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 12.5 (14.37) -5.4 (13.06) 26.7 (6.09) 13.3 (14.49) 14.3 (14.36) -2.9 (14.54) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 33.3 0.0, 22.2 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 56 -33, 33 22, 33 0, 33 0, 56 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 13.1 (14.82) -4.7 (13.62) 35.6 (12.17) 22.2 (7.86) 16.1 (16.28) -1.2 (15.88) 

Median 11.1 0.0 33.3 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 33.3, 33.3 22.2, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 67 -33, 33 22, 56 11, 33 0, 67 -33, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 13.1 (12.56) -4.7 (12.43) 33.3 (13.61) 20.0 (12.17) 15.8 (14.30) -1.5 (14.88) 

Median 11.1 0.0 33.3 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 33.3 22.2, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 44 -33, 22 22, 56 0, 33 0, 56 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 14.0 (14.90) -3.9 (15.06) 33.3 (13.61) 20.0 (12.17) 16.7 (16.05) -0.6 (16.79) 

Median 11.1 0.0 33.3 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 11.1 22.2, 33.3 22.2, 22.2 0.0, 27.8 -11.1, 11.1 

Min, Max 0, 44 -33, 33 22, 56 0, 33 0, 56 -33, 33 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 12.3 (16.93) -5.6 (14.97) 26.7 (6.09) 13.3 (9.30) 14.5 (16.55) -2.7 (15.72) 

Median 11.1 -5.6 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 16.7 -16.7, 0.0 22.2, 33.3 11.1, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 67 -33, 33 22, 33 0, 22 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 13.6 (16.69) -4.5 (15.18) 28.9 (9.94) 15.6 (18.59) 16.0 (16.68) -1.4 (17.11) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 33.3 0.0, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 56 -33, 22 22, 44 0, 44 0, 56 -33, 44 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 12.4 (14.81) -5.8 (14.03) 31.1 (9.30) 17.8 (9.94) 15.6 (15.60) -1.9 (16.00) 

Median 11.1 -11.1 33.3 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 33.3 22.2, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 56 -33, 33 22, 44 0, 22 0, 56 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 15.9 (17.99) -2.4 (14.59) 35.6 (9.30) 22.2 (15.71) 19.4 (18.30) 2.0 (17.39) 

Median 11.1 0.0 33.3 22.2 22.2 0.0 

Q1, Q3 0.0, 22.2 -11.1, 11.1 33.3, 44.4 22.2, 22.2 0.0, 33.3 -11.1, 16.7 

Min, Max 0, 56 -33, 22 22, 44 0, 44 0, 56 -33, 44 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 14.5 (15.14) -3.9 (14.83) 29.6 (12.83) 14.8 (12.83) 16.2 (15.47) -1.7 (15.62) 

Median 11.1 0.0 22.2 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 44.4 0.0, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 44 -33, 22 22, 44 0, 22 0, 44 -33, 22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 14.8 (13.76) -3.7 (12.34) 29.6 (12.83) 14.8 (12.83) 16.7 (14.28) -1.4 (13.63) 

Median 11.1 0.0 22.2 22.2 16.7 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 44.4 0.0, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 44 -22, 22 22, 44 0, 22 0, 44 -22, 22 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 13.2 (15.56) -5.3 (16.34) 25.9 (6.42) 11.1 (11.11) 14.8 (15.25) -3.2 (16.54) 

Median 11.1 -11.1 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 33.3 0.0, 22.2 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 56 -33, 33 22, 33 0, 22 0, 56 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 13.8 (14.01) -4.8 (13.41) 22.2 (0.00) 7.4 (12.83) 14.8 (13.38) -3.2 (13.70) 

Median 11.1 0.0 22.2 0.0 16.7 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 22.2 0.0, 22.2 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -33, 22 22, 22 0, 22 0, 44 -33, 22 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 12.2 (13.57) -6.3 (14.30) 33.3 (19.25) 18.5 (16.97) 14.8 (15.60) -3.2 (16.54) 

Median 11.1 -11.1 22.2 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 55.6 0.0, 33.3 0.0, 22.2 -11.1, 5.6 

Min, Max 0, 33 -33, 22 22, 56 0, 33 0, 56 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 14.3 (14.55) -4.2 (15.90) 37.0 (12.83) 22.2 (22.22) 17.1 (16.04) -0.9 (18.51) 

Median 11.1 0.0 44.4 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 44.4 0.0, 44.4 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 56 -33, 33 22, 44 0, 44 0, 56 -33, 44 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 12.2 (13.10) -6.3 (13.41) 29.6 (6.42) 14.8 (16.97) 14.4 (13.70) -3.7 (15.25) 

Median 11.1 -11.1 33.3 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 33.3 0.0, 33.3 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -33, 22 22, 33 0, 33 0, 44 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5114



Protocol BGB-A317-303 Page 111 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 13.5 (15.08) -4.7 (14.96) 33.3 (11.11) 18.5 (16.97) 16.2 (15.98) -1.5 (16.90) 

Median 11.1 0.0 33.3 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -11.1, 0.0 22.2, 44.4 0.0, 33.3 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 44 -33, 22 22, 44 0, 33 0, 44 -33, 33 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 12.3 (14.71) -5.6 (15.83) 25.9 (6.42) 11.1 (11.11) 14.3 (14.55) -3.2 (16.16) 

Median 11.1 -5.6 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 33.3 0.0, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 44 -33, 22 22, 33 0, 22 0, 44 -33, 22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 13.6 (15.03) -4.3 (16.23) 29.6 (12.83) 14.8 (12.83) 15.9 (15.54) -1.6 (16.96) 

Median 11.1 0.0 22.2 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 11.1 22.2, 44.4 0.0, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 44 -33, 22 22, 44 0, 22 0, 44 -33, 22 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 11.7 (13.99) -6.2 (15.35) 22.2 (0.00) 7.4 (12.83) 13.2 (13.43) -4.2 (15.51) 

Median 11.1 -5.6 22.2 0.0 11.1 0.0 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 22.2 0.0, 22.2 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -33, 22 22, 22 0, 22 0, 44 -33, 22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 11.7 (12.91) -6.2 (14.37) 25.9 (6.42) 11.1 (11.11) 13.8 (13.10) -3.7 (15.04) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 33.3 0.0, 22.2 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -33, 22 22, 33 0, 22 0, 44 -33, 22 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 11.1 (12.05) -6.8 (13.28) 16.7 (7.86) 5.6 (23.57) 11.7 (11.67) -5.6 (14.19) 

Median 11.1 -5.6 16.7 5.6 11.1 -5.6 

Q1, Q3 0.0, 22.2 -11.1, 0.0 11.1, 22.2 -11.1, 22.2 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -33, 22 11, 22 -11, 22 0, 33 -33, 22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 11.7 (14.50) -6.2 (15.35) 27.8 (7.86) 16.7 (23.57) 13.3 (14.69) -3.9 (17.01) 

Median 11.1 -5.6 27.8 16.7 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 33.3 0.0, 33.3 0.0, 22.2 -16.7, 0.0 

Min, Max 0, 44 -33, 22 22, 33 0, 33 0, 44 -33, 33 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 13.7 (16.45) -3.9 (17.54) 33.3 (15.71) 22.2 (31.43) 15.8 (17.10) -1.2 (19.91) 

Median 11.1 0.0 33.3 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 44.4 0.0, 44.4 0.0, 22.2 -22.2, 11.1 

Min, Max 0, 56 -33, 33 22, 44 0, 44 0, 56 -33, 44 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 11.8 (13.30) -5.9 (15.27) 22.2 (0.00) 11.1 (15.71) 12.9 (12.97) -4.1 (15.81) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 22.2 0.0, 22.2 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 44 -33, 22 22, 22 0, 22 0, 44 -33, 22 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 13.7 (16.45) -3.9 (17.54) 22.2 (0.00) 11.1 (15.71) 14.6 (15.74) -2.3 (17.60) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 22.2 0.0, 22.2 0.0, 22.2 -22.2, 11.1 

Min, Max 0, 56 -33, 33 22, 22 0, 22 0, 56 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 9.6 (12.51) -6.7 (14.43) 22.2 (0.00) 11.1 (15.71) 11.1 (12.42) -4.6 (15.24) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 22.2 0.0, 22.2 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -33, 22 22, 22 0, 22 0, 44 -33, 22 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 8.9 (10.46) -7.4 (13.72) 22.2 (0.00) 11.1 (15.71) 10.5 (10.74) -5.2 (14.76) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 22.2 0.0, 22.2 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 33 -33, 22 22, 22 0, 22 0, 33 -33, 22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 11.1 (13.93) -5.2 (15.06) 22.2 (0.00) 11.1 (15.71) 12.4 (13.54) -3.3 (15.60) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 22.2 0.0, 22.2 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -33, 22 22, 22 0, 22 0, 44 -33, 22 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 11.1 (15.14) -5.2 (15.64) 22.2 (0.00) 11.1 (15.71) 12.4 (14.64) -3.3 (16.08) 

Median 0.0 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 11.1 22.2, 22.2 0.0, 22.2 0.0, 22.2 -11.1, 11.1 

Min, Max 0, 44 -33, 22 22, 22 0, 22 0, 44 -33, 22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 11.1 (15.10) -6.3 (14.27) 16.7 (7.86) 5.6 (7.86) 11.8 (14.33) -4.9 (14.04) 

Median 5.6 0.0 16.7 5.6 11.1 0.0 

Q1, Q3 0.0, 11.1 -22.2, 0.0 11.1, 22.2 0.0, 11.1 0.0, 16.7 -16.7, 5.6 

Min, Max 0, 44 -33, 11 11, 22 0, 11 0, 44 -33, 11 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 12.0 (17.84) -6.8 (16.06) 27.8 (7.86) 16.7 (23.57) 14.1 (17.55) -3.7 (18.14) 

Median 0.0 -11.1 27.8 16.7 11.1 0.0 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 33.3 0.0, 33.3 0.0, 33.3 -22.2, 11.1 

Min, Max 0, 56 -33, 22 22, 33 0, 33 0, 56 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 11.1 (12.83) -7.7 (13.90) 27.8 (7.86) 16.7 (7.86) 13.3 (13.41) -4.4 (15.60) 

Median 11.1 0.0 27.8 16.7 11.1 0.0 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 33.3 11.1, 22.2 0.0, 22.2 -22.2, 11.1 

Min, Max 0, 44 -33, 11 22, 33 11, 22 0, 44 -33, 22 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 11.1 (14.34) -7.7 (15.31) 22.2 (NE) 0.0 (NE) 11.9 (14.10) -7.1 (14.85) 

Median 11.1 -11.1 22.2 0.0 11.1 -5.6 

Q1, Q3 0.0, 11.1 -22.2, 0.0 22.2, 22.2 0.0, 0.0 0.0, 22.2 -22.2, 0.0 

Min, Max 0, 44 -33, 22 22, 22 0, 0 0, 44 -33, 22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 13.9 (17.16) -3.7 (15.95) 22.2 (0.00) 11.1 (15.71) 15.1 (16.08) -1.6 (16.22) 

Median 11.1 0.0 22.2 11.1 11.1 0.0 

Q1, Q3 0.0, 22.2 -16.7, 0.0 22.2, 22.2 0.0, 22.2 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 56 -22, 33 22, 22 0, 22 0, 56 -22, 33 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 13.0 (14.86) -4.6 (13.78) 33.3 (15.71) 22.2 (31.43) 15.9 (16.14) -0.8 (18.21) 

Median 11.1 0.0 33.3 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -16.7, 0.0 22.2, 44.4 0.0, 44.4 0.0, 22.2 -11.1, 0.0 

Min, Max 0, 44 -22, 22 22, 44 0, 44 0, 44 -22, 44 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 15.6 (16.73) -4.4 (15.00) 22.2 (0.00) 11.1 (15.71) 16.7 (15.35) -1.9 (15.59) 

Median 11.1 -5.6 22.2 11.1 16.7 0.0 

Q1, Q3 0.0, 33.3 -22.2, 11.1 22.2, 22.2 0.0, 22.2 0.0, 27.8 -16.7, 11.1 

Min, Max 0, 44 -22, 11 22, 22 0, 22 0, 44 -22, 22 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 17.3 (16.77) -3.7 (15.71) 22.2 (0.00) 11.1 (15.71) 18.2 (15.13) -1.0 (16.07) 

Median 11.1 0.0 22.2 11.1 22.2 0.0 

Q1, Q3 0.0, 33.3 -22.2, 11.1 22.2, 22.2 0.0, 22.2 0.0, 33.3 -22.2, 11.1 

Min, Max 0, 44 -22, 11 22, 22 0, 22 0, 44 -22, 22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 13.9 (16.53) -6.9 (14.47) 22.2 (NE) 22.2 (NE) 14.8 (15.71) -3.7 (16.67) 

Median 11.1 -5.6 22.2 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 5.6 22.2, 22.2 22.2, 22.2 0.0, 22.2 -22.2, 11.1 

Min, Max 0, 44 -22, 11 22, 22 22, 22 0, 44 -22, 22 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 15.9 (21.14) -3.2 (16.62) 22.2 (NE) 22.2 (NE) 16.7 (19.70) 0.0 (17.82) 

Median 11.1 0.0 22.2 22.2 11.1 0.0 

Q1, Q3 0.0, 33.3 -22.2, 11.1 22.2, 22.2 22.2, 22.2 0.0, 27.8 -16.7, 16.7 

Min, Max 0, 56 -22, 22 22, 22 22, 22 0, 56 -22, 22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 18.5 (18.14) -1.9 (16.36) 22.2 (NE) 22.2 (NE) 19.0 (16.62) 1.6 (17.48) 

Median 16.7 5.6 22.2 22.2 22.2 11.1 

Q1, Q3 0.0, 33.3 -22.2, 11.1 22.2, 22.2 22.2, 22.2 0.0, 33.3 -22.2, 11.1 

Min, Max 0, 44 -22, 11 22, 22 22, 22 0, 44 -22, 22 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 14.8 (16.73) -5.6 (13.61) 22.2 (NE) 22.2 (NE) 15.9 (15.53) -1.6 (16.27) 

Median 11.1 0.0 22.2 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 22.2 22.2, 22.2 0.0, 22.2 -22.2, 11.1 

Min, Max 0, 44 -22, 11 22, 22 22, 22 0, 44 -22, 22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 13.0 (12.99) -7.4 (11.48) 33.3 (NE) 33.3 (NE) 15.9 (14.14) -1.6 (18.62) 

Median 11.1 0.0 33.3 33.3 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 33.3, 33.3 33.3, 33.3 0.0, 33.3 -22.2, 0.0 

Min, Max 0, 33 -22, 0 33, 33 33, 33 0, 33 -22, 33 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 16.7 (18.26) -3.7 (15.18) 22.2 (NE) 22.2 (NE) 17.5 (16.80) 0.0 (16.97) 

Median 11.1 0.0 22.2 22.2 11.1 0.0 

Q1, Q3 0.0, 33.3 -22.2, 11.1 22.2, 22.2 22.2, 22.2 0.0, 33.3 -22.2, 11.1 

Min, Max 0, 44 -22, 11 22, 22 22, 22 0, 44 -22, 22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 14.8 (16.73) -5.6 (13.61) 22.2 (NE) 22.2 (NE) 15.9 (15.53) -1.6 (16.27) 

Median 11.1 0.0 22.2 22.2 11.1 0.0 

Q1, Q3 0.0, 22.2 -22.2, 0.0 22.2, 22.2 22.2, 22.2 0.0, 22.2 -22.2, 11.1 

Min, Max 0, 44 -22, 11 22, 22 22, 22 0, 44 -22, 22 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 15.6 (9.94) -4.4 (12.67) 22.2 (NE) 22.2 (NE) 16.7 (9.30) 0.0 (15.71) 

Median 22.2 0.0 22.2 22.2 22.2 0.0 

Q1, Q3 11.1, 22.2 -11.1, 0.0 22.2, 22.2 22.2, 22.2 11.1, 22.2 -11.1, 11.1 

Min, Max 0, 22 -22, 11 22, 22 22, 22 0, 22 -22, 22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 25.0 (16.67) 0.0 (15.71)   25.0 (16.67) 0.0 (15.71) 

Median 22.2 5.6   22.2 5.6 

Q1, Q3 11.1, 38.9 -11.1, 11.1   11.1, 38.9 -11.1, 11.1 

Min, Max 11, 44 -22, 11   11, 44 -22, 11 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 29.6 (16.97) 0.0 (19.25)   29.6 (16.97) 0.0 (19.25) 

Median 33.3 11.1   33.3 11.1 

Q1, Q3 11.1, 44.4 -22.2, 11.1   11.1, 44.4 -22.2, 11.1 

Min, Max 11, 44 -22, 11   11, 44 -22, 11 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (7.86) -11.1 (15.71)   16.7 (7.86) -11.1 (15.71) 

Median 16.7 -11.1   16.7 -11.1 

Q1, Q3 11.1, 22.2 -22.2, 0.0   11.1, 22.2 -22.2, 0.0 

Min, Max 11, 22 -22, 0   11, 22 -22, 0 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (7.86) -11.1 (15.71)   16.7 (7.86) -11.1 (15.71) 

Median 16.7 -11.1   16.7 -11.1 

Q1, Q3 11.1, 22.2 -22.2, 0.0   11.1, 22.2 -22.2, 0.0 

Min, Max 11, 22 -22, 0   11, 22 -22, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 11.1 (0.00) -16.7 (7.86)   11.1 (0.00) -16.7 (7.86) 

Median 11.1 -16.7   11.1 -16.7 

Q1, Q3 11.1, 11.1 -22.2, -11.1   11.1, 11.1 -22.2, -11.1 

Min, Max 11, 11 -22, -11   11, 11 -22, -11 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 22.2 (15.71) -5.6 (23.57)   22.2 (15.71) -5.6 (23.57) 

Median 22.2 -5.6   22.2 -5.6 

Q1, Q3 11.1, 33.3 -22.2, 11.1   11.1, 33.3 -22.2, 11.1 

Min, Max 11, 33 -22, 11   11, 33 -22, 11 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 11.1 (NE) -22.2 (NE)   11.1 (NE) -22.2 (NE) 

Median 11.1 -22.2   11.1 -22.2 

Q1, Q3 11.1, 11.1 -22.2, -22.2   11.1, 11.1 -22.2, -22.2 

Min, Max 11, 11 -22, -22   11, 11 -22, -22 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5138



Protocol BGB-A317-303 Page 135 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dyspnoea Scale 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 22.6 (21.65) 4.1 (20.12) 27.5 (22.52) 6.7 (22.65) 24.3 (22.02) 5.0 (21.00) 

Median 22.2 0.0 22.2 5.6 22.2 0.0 

Q1, Q3 0.0, 33.3 -11.1, 11.1 11.1, 33.3 -11.1, 22.2 11.1, 33.3 -11.1, 11.1 

Min, Max 0, 78 -33, 78 0, 100 -56, 67 0, 100 -56, 78 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 1.4 (6.74)  1.7 (7.41)  1.5 (6.94)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 33  0, 33  0, 33  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 4.8 (14.75) 3.2 (15.35) 4.0 (12.03) 2.0 (13.04) 4.5 (13.97) 2.9 (14.68) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 67 -33, 67 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 2.7 (9.77) 1.1 (11.27) 3.8 (14.52) 1.9 (14.89) 3.0 (11.32) 1.4 (12.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 2.3 (10.29) 0.5 (11.68) 3.0 (9.69) 0.8 (13.43) 2.5 (10.12) 0.6 (12.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 -33, 33 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 2.7 (9.18) 1.1 (11.29) 4.6 (14.15) 3.7 (15.49) 3.2 (10.50) 1.7 (12.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 1.2 (6.35) -0.3 (8.56) 6.1 (13.06) 5.1 (14.72) 2.4 (8.62) 1.0 (10.54) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 2.8 (9.35) 1.4 (10.84) 4.8 (11.95) 3.2 (14.55) 3.2 (9.85) 1.7 (11.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 3.0 (12.95) 1.9 (14.53) 5.6 (12.78) 5.6 (12.78) 3.4 (12.90) 2.5 (14.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 33 0, 33 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 3.3 (12.55) 2.1 (13.36) 0.0 (0.00) 0.0 (0.00) 2.7 (11.46) 1.7 (12.14) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 1.4 (6.85) 0.5 (9.03) 2.2 (8.61) 2.2 (8.61) 1.6 (7.14) 0.8 (8.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 2.5 (10.49) 1.5 (12.13) 2.2 (8.61) 2.2 (8.61) 2.4 (10.13) 1.6 (11.53) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 33 0, 67 -33, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 2.7 (9.15) 2.2 (8.26) 9.5 (24.21) 9.5 (24.21) 3.9 (13.30) 3.5 (12.86) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 67 0, 67 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 3.0 (9.59) 2.4 (8.66) 3.7 (11.11) 3.7 (11.11) 3.1 (9.72) 2.6 (8.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 33 0, 33 0, 33 0, 33 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 1.8 (7.57) 1.2 (8.91) 0.0 (0.00) 0.0 (0.00) 1.5 (7.05) 1.0 (8.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 3.1 (9.84) 2.5 (8.89) 0.0 (0.00) 0.0 (0.00) 2.7 (9.15) 2.2 (8.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 2.7 (9.22) 2.0 (10.56) 4.2 (11.79) 4.2 (11.79) 2.9 (9.51) 2.3 (10.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 3.3 (15.43) 2.7 (16.27) 0.0 (0.00) 0.0 (0.00) 2.9 (14.35) 2.3 (15.12) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 0 0, 0 0, 100 -33, 100 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 2.0 (8.00) 1.3 (6.60) 8.3 (15.43) 8.3 (15.43) 2.9 (9.44) 2.3 (8.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 33 0, 33 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 2.1 (8.15) 1.4 (9.62) 4.2 (11.79) 4.2 (11.79) 2.4 (8.66) 1.8 (9.89) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 4.3 (13.35) 3.6 (14.45) 0.0 (0.00) 0.0 (0.00) 3.7 (12.40) 3.1 (13.38) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 0.7 (4.97) 0.0 (7.11) 0.0 (0.00) 0.0 (0.00) 0.6 (4.58) 0.0 (6.54) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 0.8 (5.03) 0.0 (7.19) 0.0 (0.00) 0.0 (0.00) 0.7 (4.76) 0.0 (6.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 3.5 (10.37) 3.5 (10.37) 0.0 (0.00) 0.0 (0.00) 3.1 (9.80) 3.1 (9.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 4.5 (11.55) 4.5 (11.55) 0.0 (0.00) 0.0 (0.00) 4.0 (10.93) 4.0 (10.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 3.8 (13.46) 3.8 (13.46) 6.7 (14.91) 6.7 (14.91) 4.2 (13.48) 4.2 (13.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 0, 67 0, 33 0, 33 0, 67 0, 67 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 4.0 (13.84) 4.0 (13.84) 0.0 (0.00) 0.0 (0.00) 3.5 (12.94) 3.5 (12.94) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 0, 67 0, 0 0, 0 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 3.0 (9.73) 3.0 (9.73) 0.0 (0.00) 0.0 (0.00) 2.6 (9.11) 2.6 (9.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 3.0 (9.73) 3.0 (9.73) 0.0 (0.00) 0.0 (0.00) 2.6 (9.11) 2.6 (9.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 3.2 (10.02) 3.2 (10.02) 0.0 (0.00) 0.0 (0.00) 2.8 (9.34) 2.8 (9.34) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 1.3 (6.67) 1.3 (6.67) 0.0 (0.00) 0.0 (0.00) 1.1 (6.09) 1.1 (6.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) 1.6 (7.27) 0.0 (0.00) 0.0 (0.00) 1.4 (6.80) 1.4 (6.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) 1.6 (7.27) 0.0 (0.00) 0.0 (0.00) 1.4 (6.80) 1.4 (6.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) 1.6 (7.27) 0.0 (0.00) 0.0 (0.00) 1.4 (6.80) 1.4 (6.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 3.2 (10.03) 3.2 (10.03) 0.0 (0.00) 0.0 (0.00) 2.8 (9.41) 2.8 (9.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 3.2 (10.03) 3.2 (10.03) 0.0 (0.00) 0.0 (0.00) 2.8 (9.41) 2.8 (9.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) 1.6 (7.27) 22.2 (38.49) 22.2 (38.49) 4.2 (14.95) 4.2 (14.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 67 0, 67 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 1.8 (7.65) 1.8 (7.65) 22.2 (38.49) 22.2 (38.49) 4.5 (15.59) 4.5 (15.59) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 67 0, 67 0, 67 0, 67 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 11.1 (19.25) 11.1 (19.25) 1.6 (7.27) 1.6 (7.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 33 0, 33 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 1.9 (7.86) 1.9 (7.86) 0.0 (0.00) 0.0 (0.00) 1.6 (7.27) 1.6 (7.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 11.1 (19.25) 11.1 (19.25) 1.6 (7.27) 1.6 (7.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 33 0, 33 0, 33 0, 33 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 1.9 (7.86) 1.9 (7.86) 0.0 (0.00) 0.0 (0.00) 1.7 (7.45) 1.7 (7.45) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 2.0 (8.08) 2.0 (8.08) 0.0 (0.00) 0.0 (0.00) 1.8 (7.65) 1.8 (7.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 2.0 (8.08) 2.0 (8.08) 0.0 (0.00) 0.0 (0.00) 1.8 (7.65) 1.8 (7.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 2.0 (8.08) 2.0 (8.08) 0.0 (0.00) 0.0 (0.00) 1.8 (7.65) 1.8 (7.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) 2.2 (8.61) 0.0 (0.00) 0.0 (0.00) 2.0 (8.08) 2.0 (8.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) 2.2 (8.61) 0.0 (0.00) 0.0 (0.00) 2.0 (8.08) 2.0 (8.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) 2.6 (9.25) 0.0 (0.00) 0.0 (0.00) 2.2 (8.61) 2.2 (8.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 5.1 (18.49) 5.1 (18.49) 0.0 (NE) 0.0 (NE) 4.8 (17.82) 4.8 (17.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 0, 67 0, 0 0, 0 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 8.3 (20.72) 8.3 (20.72) 0.0 (0.00) 0.0 (0.00) 7.1 (19.30) 7.1 (19.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 0, 67 0, 0 0, 0 0, 67 0, 67 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) 2.8 (9.62) 0.0 (0.00) 0.0 (0.00) 2.4 (8.91) 2.4 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 3.3 (10.54) 3.3 (10.54) 0.0 (0.00) 0.0 (0.00) 2.8 (9.62) 2.8 (9.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 3.7 (11.11) 3.7 (11.11) 0.0 (0.00) 0.0 (0.00) 3.0 (10.05) 3.0 (10.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 4.2 (11.79) 4.2 (11.79) 0.0 (NE) 0.0 (NE) 3.7 (11.11) 3.7 (11.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) 4.8 (12.60) 0.0 (NE) 0.0 (NE) 4.2 (11.79) 4.2 (11.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 5.6 (13.61) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 5.6 (13.61) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 4.8 (12.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 5.6 (13.61) 66.7 (NE) 66.7 (NE) 14.3 (26.23) 14.3 (26.23) 

Median 0.0 0.0 66.7 66.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 66.7, 66.7 66.7, 66.7 0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33 67, 67 67, 67 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (NE) 0.0 (NE) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 8.3 (16.67) 8.3 (16.67)   8.3 (16.67) 8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 16.7   0.0, 16.7 0.0, 16.7 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 16.7 (23.57)   16.7 (23.57) 16.7 (23.57) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Sore Mouth 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 4.2 (12.51) 2.7 (14.14) 9.0 (19.59) 7.1 (19.57) 5.9 (15.42) 4.2 (16.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 67 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 3.5 (11.18)  2.4 (9.92)  3.1 (10.79)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 67  0, 67  0, 67  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 6.2 (15.76) 2.7 (14.89) 3.2 (12.27) 1.2 (12.08) 5.3 (14.83) 2.3 (14.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 67 -33, 67 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 4.0 (12.01) 0.8 (11.31) 4.8 (15.32) 2.9 (16.78) 4.2 (13.02) 1.4 (13.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 -33, 100 0, 100 -33, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 3.1 (9.65) 0.3 (9.69) 0.8 (5.03) -1.5 (10.05) 2.5 (8.77) -0.2 (9.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 4.1 (11.80) 1.1 (11.29) 4.6 (11.69) 3.7 (10.62) 4.2 (11.74) 1.7 (11.16) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 33 0, 67 -33, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 2.2 (8.28) -0.9 (10.70) 5.1 (14.72) 4.0 (13.84) 2.9 (10.18) 0.2 (11.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 1.8 (7.52) -1.1 (10.31) 0.0 (0.00) 0.0 (0.00) 1.4 (6.83) -0.9 (9.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 3.0 (12.95) 0.0 (15.08) 3.7 (10.78) 3.7 (10.78) 3.1 (12.57) 0.6 (14.47) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 33 0, 33 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 3.8 (11.85) 0.8 (14.01) 2.0 (8.08) 2.0 (8.08) 3.4 (11.27) 1.0 (13.14) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 33 0, 67 -33, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 2.4 (8.71) -1.0 (11.39) 2.2 (8.61) 2.2 (8.61) 2.4 (8.64) -0.4 (10.97) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 2.5 (8.76) -1.0 (11.48) 2.2 (8.61) 2.2 (8.61) 2.4 (8.68) -0.4 (11.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 2.7 (9.15) -0.5 (11.28) 2.4 (8.91) 2.4 (8.91) 2.6 (9.05) 0.0 (10.89) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 1.8 (7.57) -1.8 (9.89) 0.0 (0.00) 0.0 (0.00) 1.5 (7.05) -1.5 (9.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 1.8 (7.57) -1.8 (11.75) 3.7 (11.11) 3.7 (11.11) 2.1 (8.07) -1.0 (11.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 1.9 (7.78) -1.9 (10.16) 3.7 (11.11) 3.7 (11.11) 2.2 (8.26) -1.1 (10.40) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 2.0 (8.07) -1.4 (9.52) 0.0 (0.00) 0.0 (0.00) 1.8 (7.51) -1.2 (8.83) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 2.7 (9.13) -0.7 (10.63) 0.0 (0.00) 0.0 (0.00) 2.3 (8.52) -0.6 (9.86) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 2.7 (9.13) -0.7 (10.63) 4.2 (11.79) 4.2 (11.79) 2.9 (9.44) 0.0 (10.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 2.1 (8.15) -1.4 (9.62) 0.0 (0.00) 0.0 (0.00) 1.8 (7.57) -1.2 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 3.6 (12.63) 0.0 (14.05) 0.0 (0.00) 0.0 (0.00) 3.1 (11.71) 0.0 (12.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 3.0 (9.59) -0.7 (8.67) 0.0 (0.00) 0.0 (0.00) 2.5 (8.89) -0.6 (7.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 3.0 (9.69) -0.8 (8.77) 0.0 (0.00) 0.0 (0.00) 2.7 (9.22) -0.7 (8.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 3.5 (10.37) -0.9 (12.22) 0.0 (0.00) 0.0 (0.00) 3.1 (9.80) -0.8 (11.47) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 2.7 (9.22) -1.8 (10.96) 0.0 (0.00) 0.0 (0.00) 2.4 (8.69) -1.6 (10.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 5.7 (15.09) 1.0 (17.12) 6.7 (14.91) 6.7 (14.91) 5.8 (14.88) 1.7 (16.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 33 0, 67 -33, 67 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 4.0 (13.84) -1.0 (15.56) 0.0 (0.00) 0.0 (0.00) 3.5 (12.94) -0.9 (14.47) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 3.0 (9.73) -2.0 (11.61) 0.0 (0.00) 0.0 (0.00) 2.6 (9.11) -1.8 (10.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 4.0 (11.05) -1.0 (10.15) 0.0 (0.00) 0.0 (0.00) 3.5 (10.37) -0.9 (9.45) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 4.3 (11.36) -1.1 (10.48) 0.0 (0.00) 0.0 (0.00) 3.7 (10.62) -0.9 (9.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 2.4 (8.74) -3.6 (10.50) 0.0 (0.00) 0.0 (0.00) 2.0 (8.08) -3.0 (9.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 3.7 (10.68) -2.5 (8.90) 0.0 (0.00) 0.0 (0.00) 3.1 (9.87) -2.1 (8.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 4.0 (11.06) -2.7 (9.23) 0.0 (0.00) 0.0 (0.00) 3.3 (10.17) -2.2 (8.46) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 2.9 (9.60) -2.9 (9.60) 0.0 (0.00) 0.0 (0.00) 2.4 (8.74) -2.4 (8.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 2.9 (9.60) -2.9 (9.60) 0.0 (0.00) 0.0 (0.00) 2.6 (9.06) -2.6 (9.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 3.2 (10.03) -3.2 (10.03) 0.0 (0.00) 0.0 (0.00) 2.8 (9.41) -2.8 (9.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 4.8 (11.95) -1.6 (12.81) 0.0 (0.00) 0.0 (0.00) 4.2 (11.26) -1.4 (11.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 3.2 (10.03) -3.2 (10.03) 0.0 (0.00) 0.0 (0.00) 2.8 (9.41) -2.8 (9.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 3.2 (10.03) -3.2 (10.03) 0.0 (0.00) 0.0 (0.00) 2.8 (9.41) -2.8 (9.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 7.9 (23.34) 1.6 (24.67) 0.0 (0.00) 0.0 (0.00) 6.9 (21.93) 1.4 (23.01) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 0 0, 0 0, 100 -33, 100 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 3.2 (10.03) -3.2 (10.03) 0.0 (0.00) 0.0 (0.00) 2.8 (9.41) -2.8 (9.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 5.3 (12.49) -1.8 (13.49) 11.1 (19.25) 11.1 (19.25) 6.1 (13.16) 0.0 (14.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 3.7 (10.78) -3.7 (10.78) 0.0 (0.00) 0.0 (0.00) 3.2 (10.03) -3.2 (10.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 3.7 (10.78) -3.7 (10.78) 0.0 (0.00) 0.0 (0.00) 3.2 (10.03) -3.2 (10.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 3.7 (10.78) -3.7 (10.78) 0.0 (0.00) 0.0 (0.00) 3.2 (10.03) -3.2 (10.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 3.7 (10.78) -3.7 (10.78) 0.0 (0.00) 0.0 (0.00) 3.2 (10.03) -3.2 (10.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 3.7 (10.78) -3.7 (10.78) 0.0 (0.00) 0.0 (0.00) 3.3 (10.26) -3.3 (10.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 3.7 (10.78) -3.7 (10.78) 0.0 (0.00) 0.0 (0.00) 3.3 (10.26) -3.3 (10.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 3.9 (11.07) -3.9 (11.07) 0.0 (0.00) 0.0 (0.00) 3.5 (10.51) -3.5 (10.51) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 3.9 (11.07) -3.9 (11.07) 0.0 (0.00) 0.0 (0.00) 3.5 (10.51) -3.5 (10.51) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 5.9 (13.10) -2.0 (14.29) 0.0 (0.00) 0.0 (0.00) 5.3 (12.49) -1.8 (13.49) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) -4.4 (11.73) 0.0 (0.00) 0.0 (0.00) 2.0 (8.08) -3.9 (11.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) -4.4 (11.73) 0.0 (0.00) 0.0 (0.00) 2.0 (8.08) -3.9 (11.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) -4.4 (11.73) 0.0 (0.00) 0.0 (0.00) 2.0 (8.08) -3.9 (11.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) -4.4 (11.73) 0.0 (0.00) 0.0 (0.00) 2.0 (8.08) -3.9 (11.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 0.0 (0.00) -4.8 (12.10) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -4.2 (11.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) -5.1 (12.52) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -4.4 (11.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) -5.1 (12.52) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -4.4 (11.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 2.6 (9.25) -2.6 (16.45) 0.0 (NE) 0.0 (NE) 2.4 (8.91) -2.4 (15.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) -2.8 (17.16) 0.0 (0.00) 0.0 (0.00) 2.4 (8.91) -2.4 (15.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) -2.8 (17.16) 0.0 (0.00) 0.0 (0.00) 2.4 (8.91) -2.4 (15.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 3.3 (10.54) -3.3 (18.92) 0.0 (0.00) 0.0 (0.00) 2.8 (9.62) -2.8 (17.16) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 3.7 (11.11) -3.7 (20.03) 0.0 (0.00) 0.0 (0.00) 3.0 (10.05) -3.0 (17.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5215



Protocol BGB-A317-303 Page 212 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 4.2 (11.79) -4.2 (21.36) 0.0 (NE) 0.0 (NE) 3.7 (11.11) -3.7 (20.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) 0.0 (19.25) 0.0 (NE) 0.0 (NE) 4.2 (11.79) 0.0 (17.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 6.7 (14.91) 0.0 (23.57) 0.0 (NE) 0.0 (NE) 5.6 (13.61) 0.0 (21.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 8.3 (16.67) 0.0 (27.22)   8.3 (16.67) 0.0 (27.22) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 16.7   0.0, 16.7 -16.7, 16.7 

Min, Max 0, 33 -33, 33   0, 33 -33, 33 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (19.25) 0.0 (33.33)   11.1 (19.25) 0.0 (33.33) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 33.3   0.0, 33.3 -33.3, 33.3 

Min, Max 0, 33 -33, 33   0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 0.0 (47.14)   16.7 (23.57) 0.0 (47.14) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 0.0, 33.3 -33.3, 33.3   0.0, 33.3 -33.3, 33.3 

Min, Max 0, 33 -33, 33   0, 33 -33, 33 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 0.0 (47.14)   16.7 (23.57) 0.0 (47.14) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 0.0, 33.3 -33.3, 33.3   0.0, 33.3 -33.3, 33.3 

Min, Max 0, 33 -33, 33   0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 0.0 (47.14)   16.7 (23.57) 0.0 (47.14) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 0.0, 33.3 -33.3, 33.3   0.0, 33.3 -33.3, 33.3 

Min, Max 0, 33 -33, 33   0, 33 -33, 33 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 0.0 (47.14)   16.7 (23.57) 0.0 (47.14) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 0.0, 33.3 -33.3, 33.3   0.0, 33.3 -33.3, 33.3 

Min, Max 0, 33 -33, 33   0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) -33.3 (NE)   0.0 (NE) -33.3 (NE) 

Median 0.0 -33.3   0.0 -33.3 

Q1, Q3 0.0, 0.0 -33.3, -33.3   0.0, 0.0 -33.3, -33.3 

Min, Max 0, 0 -33, -33   0, 0 -33, -33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Dysphagia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 7.7 (18.18) 4.0 (18.24) 7.6 (17.19) 5.2 (18.51) 7.6 (17.81) 4.4 (18.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 67 -33, 67 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 8.0 (20.10)  5.5 (15.72)  7.2 (18.85)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 9.7 (21.72) 1.5 (20.94) 9.5 (19.75) 3.2 (16.05) 9.7 (21.11) 2.0 (19.58) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -100, 100 0, 100 -33, 67 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 8.6 (18.16) 0.0 (17.92) 9.5 (18.07) 2.4 (19.10) 8.9 (18.10) 0.7 (18.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 0, 100 -67, 100 0, 100 -100, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 7.1 (15.47) -0.5 (17.53) 7.6 (18.83) 0.0 (12.45) 7.2 (16.33) -0.4 (16.37) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -100, 33 0, 100 -33, 33 0, 100 -100, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 6.0 (14.86) -0.5 (17.66) 11.1 (22.54) 4.6 (16.24) 7.2 (16.97) 0.6 (17.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -33, 67 0, 100 -67, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 5.3 (13.85) -1.2 (17.09) 11.1 (23.07) 4.0 (16.15) 6.7 (16.58) 0.0 (16.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 5.7 (14.37) -1.1 (17.93) 11.1 (24.34) 1.6 (12.81) 6.7 (16.64) -0.6 (17.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 6.7 (17.54) 0.4 (15.48) 20.4 (30.55) 9.3 (27.55) 9.0 (20.77) 1.9 (18.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 7.1 (16.51) 1.3 (17.14) 19.6 (20.61) 7.8 (27.71) 9.3 (17.84) 2.4 (19.39) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -67, 67 0, 67 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 5.3 (15.78) -0.5 (17.61) 13.3 (21.08) 0.0 (28.17) 6.7 (16.99) -0.4 (19.70) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -67, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 4.4 (13.99) -1.0 (15.21) 20.0 (24.56) 6.7 (33.81) 7.2 (17.30) 0.4 (19.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -67, 67 0, 67 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 4.3 (11.27) -1.6 (14.06) 16.7 (25.32) 2.4 (30.56) 6.6 (15.41) -0.9 (18.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 6.0 (15.71) 0.0 (17.98) 29.6 (30.93) 18.5 (33.79) 9.2 (19.99) 2.6 (21.50) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 8.3 (17.12) 2.4 (17.82) 14.8 (24.22) 3.7 (30.93) 9.2 (18.17) 2.6 (19.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 6.3 (14.70) 0.0 (14.62) 18.5 (24.22) 7.4 (27.78) 8.1 (16.73) 1.1 (17.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 4.8 (13.61) -1.4 (13.54) 12.5 (17.25) 0.0 (25.20) 5.8 (14.26) -1.2 (15.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -16.7, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 -33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 4.7 (15.07) -2.0 (14.14) 20.8 (24.80) 8.3 (29.55) 6.9 (17.39) -0.6 (17.09) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -33, 67 0, 67 -33, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 5.3 (14.06) -1.3 (15.00) 16.7 (25.20) 4.2 (27.82) 6.9 (16.23) -0.6 (17.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 6.3 (14.84) -0.7 (16.11) 16.7 (25.20) 4.2 (33.03) 7.7 (16.81) 0.0 (19.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -16.7, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 7.2 (17.09) 0.7 (16.46) 25.0 (29.55) 12.5 (30.54) 9.9 (20.09) 2.5 (19.27) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 50.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 5.9 (16.34) 0.7 (18.10) 16.7 (25.20) 4.2 (27.82) 7.5 (18.07) 1.3 (19.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -33, 67 0, 67 -33, 67 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 6.1 (16.51) 0.8 (18.31) 20.0 (29.81) 13.3 (29.81) 7.5 (18.34) 2.0 (19.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 3.5 (12.94) -2.6 (14.25) 20.0 (29.81) 13.3 (29.81) 5.4 (16.15) -0.8 (17.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 4.5 (13.97) -1.8 (15.61) 13.3 (29.81) 6.7 (36.51) 5.6 (16.32) -0.8 (18.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 6.7 (19.47) 0.0 (21.39) 6.7 (14.91) 0.0 (23.57) 6.7 (18.80) 0.0 (21.35) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 -33, 33 0, 67 -33, 67 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 7.1 (21.66) 0.0 (18.63) 6.7 (14.91) 0.0 (23.57) 7.0 (20.73) 0.0 (18.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 33 -33, 33 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 6.1 (21.17) -1.0 (22.80) 13.3 (18.26) 6.7 (27.89) 7.0 (20.73) 0.0 (23.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 33 -33, 33 0, 100 -33, 100 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 5.1 (16.92) -2.0 (18.52) 13.3 (29.81) 6.7 (36.51) 6.1 (18.75) -0.9 (21.21) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 7.5 (25.40) 1.1 (21.92) 13.3 (29.81) 6.7 (36.51) 8.3 (25.67) 1.9 (23.83) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -33, 100 0, 67 -33, 67 0, 100 -33, 100 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 4.8 (14.95) 1.2 (19.21) 6.7 (14.91) 0.0 (23.57) 5.1 (14.72) 1.0 (19.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 -33, 33 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 3.7 (14.12) 0.0 (18.49) 13.3 (18.26) 6.7 (14.91) 5.2 (14.93) 1.0 (17.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 33 0, 67 -33, 67 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 6.7 (16.67) 2.7 (21.34) 13.3 (29.81) 6.7 (36.51) 7.8 (18.94) 3.3 (23.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 5.8 (16.37) 1.4 (21.27) 13.3 (29.81) 6.7 (36.51) 7.1 (18.94) 2.4 (23.88) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 -33, 67 0, 67 -33, 67 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 5.8 (16.37) 1.4 (21.27) 22.2 (38.49) 22.2 (38.49) 7.7 (19.57) 3.8 (23.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 6.3 (17.06) 3.2 (20.83) 22.2 (38.49) 22.2 (38.49) 8.3 (20.26) 5.6 (23.40) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 7.9 (20.83) 4.8 (24.23) 22.2 (38.49) 22.2 (38.49) 9.7 (23.01) 6.9 (25.97) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 9.5 (21.46) 6.3 (24.99) 11.1 (19.25) 11.1 (19.25) 9.7 (20.80) 6.9 (24.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 33 0, 67 -33, 67 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 7.9 (20.83) 4.8 (24.23) 22.2 (38.49) 22.2 (38.49) 9.7 (23.01) 6.9 (25.97) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) -1.6 (12.81) 22.2 (38.49) 22.2 (38.49) 4.2 (14.95) 1.4 (18.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 4.8 (15.94) 1.6 (19.65) 22.2 (38.49) 22.2 (38.49) 6.9 (19.61) 4.2 (22.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5249



Protocol BGB-A317-303 Page 246 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 0.0 (0.00) -3.5 (10.51) 22.2 (38.49) 22.2 (38.49) 3.0 (14.21) 0.0 (17.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 1.9 (7.86) -1.9 (13.87) 22.2 (38.49) 22.2 (38.49) 4.8 (15.94) 1.6 (19.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5250



Protocol BGB-A317-303 Page 247 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 1.9 (7.86) -1.9 (13.87) 22.2 (38.49) 22.2 (38.49) 4.8 (15.94) 1.6 (19.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 1.9 (7.86) -1.9 (13.87) 22.2 (38.49) 22.2 (38.49) 4.8 (15.94) 1.6 (19.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 1.9 (7.86) -1.9 (13.87) 22.2 (38.49) 22.2 (38.49) 4.8 (15.94) 1.6 (19.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 3.7 (15.71) 0.0 (19.80) 0.0 (0.00) 0.0 (0.00) 3.3 (14.91) 0.0 (18.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 3.7 (10.78) 0.0 (16.17) 0.0 (0.00) 0.0 (0.00) 3.3 (10.26) 0.0 (15.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 3.9 (16.17) 0.0 (20.41) 0.0 (0.00) 0.0 (0.00) 3.5 (15.29) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 2.0 (8.08) -2.0 (14.29) 0.0 (0.00) 0.0 (0.00) 1.8 (7.65) -1.8 (13.49) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 2.0 (8.08) -2.0 (14.29) 0.0 (0.00) 0.0 (0.00) 1.8 (7.65) -1.8 (13.49) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) -2.2 (15.26) 0.0 (0.00) 0.0 (0.00) 2.0 (8.08) -2.0 (14.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 6.7 (18.69) 2.2 (23.46) 0.0 (0.00) 0.0 (0.00) 5.9 (17.62) 2.0 (21.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 4.4 (17.21) 0.0 (21.82) 0.0 (0.00) 0.0 (0.00) 3.9 (16.17) 0.0 (20.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) -2.2 (15.26) 0.0 (0.00) 0.0 (0.00) 2.0 (8.08) -2.0 (14.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 2.4 (8.91) -2.4 (15.82) 0.0 (0.00) 0.0 (0.00) 2.1 (8.33) -2.1 (14.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) -2.6 (16.45) 0.0 (0.00) 0.0 (0.00) 2.2 (8.61) -2.2 (15.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) -2.6 (16.45) 0.0 (0.00) 0.0 (0.00) 2.2 (8.61) -2.2 (15.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 5.1 (18.49) 0.0 (23.57) 0.0 (NE) 0.0 (NE) 4.8 (17.82) 0.0 (22.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 5.6 (19.25) 0.0 (24.62) 0.0 (0.00) 0.0 (0.00) 4.8 (17.82) 0.0 (22.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 5.6 (19.25) 0.0 (24.62) 0.0 (0.00) 0.0 (0.00) 4.8 (17.82) 0.0 (22.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 3.3 (10.54) -3.3 (18.92) 0.0 (0.00) 0.0 (0.00) 2.8 (9.62) -2.8 (17.16) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 3.7 (11.11) -3.7 (20.03) 0.0 (0.00) 0.0 (0.00) 3.0 (10.05) -3.0 (17.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 4.2 (11.79) -4.2 (21.36) 0.0 (NE) 0.0 (NE) 3.7 (11.11) -3.7 (20.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) -4.8 (23.00) 0.0 (NE) 0.0 (NE) 4.2 (11.79) -4.2 (21.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 6.7 (14.91) 6.7 (14.91) 0.0 (NE) 0.0 (NE) 5.6 (13.61) 5.6 (13.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 8.3 (16.67) 8.3 (16.67)   8.3 (16.67) 8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 16.7   0.0, 16.7 0.0, 16.7 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (19.25) 11.1 (19.25)   11.1 (19.25) 11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 16.7 (23.57)   16.7 (23.57) 16.7 (23.57) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 33.3 (47.14) 33.3 (47.14)   33.3 (47.14) 33.3 (47.14) 

Median 33.3 33.3   33.3 33.3 

Q1, Q3 0.0, 66.7 0.0, 66.7   0.0, 66.7 0.0, 66.7 

Min, Max 0, 67 0, 67   0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 33.3 (47.14) 33.3 (47.14)   33.3 (47.14) 33.3 (47.14) 

Median 33.3 33.3   33.3 33.3 

Q1, Q3 0.0, 66.7 0.0, 66.7   0.0, 66.7 0.0, 66.7 

Min, Max 0, 67 0, 67   0, 67 0, 67 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 16.7 (23.57)   16.7 (23.57) 16.7 (23.57) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Peripheral Neuropathy 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 10.9 (24.03) 2.2 (24.16) 13.3 (19.98) 7.6 (21.36) 11.7 (22.71) 4.1 (23.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 100 0, 100 -67, 67 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 7.9 (18.39)  11.3 (24.00)  9.0 (20.34)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 0.0  0.0, 0.0  0.0, 0.0  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 4.4 (14.86) -3.6 (17.71) 41.3 (37.89) 29.0 (41.97) 15.5 (29.48) 6.2 (31.12) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 67 0, 100 -100, 100 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 3.4 (10.79) -4.8 (20.18) 41.9 (35.30) 29.5 (40.35) 14.5 (27.21) 5.1 (31.53) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -100, 33 0, 100 -67, 100 0, 100 -100, 100 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 4.1 (13.73) -3.6 (18.61) 41.7 (36.03) 29.5 (40.80) 13.5 (27.00) 4.8 (29.62) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -100, 33 0, 100 -67, 100 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 3.3 (10.85) -3.6 (19.07) 43.5 (35.47) 33.3 (39.84) 12.4 (25.65) 4.9 (29.58) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -100, 33 0, 100 -67, 100 0, 100 -100, 100 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 1.9 (7.70) -3.7 (14.71) 42.4 (36.58) 31.3 (41.62) 11.4 (25.53) 4.5 (28.05) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 2.8 (10.55) -2.5 (15.64) 50.8 (35.93) 39.7 (34.35) 11.6 (25.76) 5.2 (25.97) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 0, 100 0, 100 -67, 100 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 2.2 (8.41) -3.4 (15.11) 40.7 (38.87) 31.5 (33.28) 8.7 (22.59) 2.5 (23.21) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 0, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 1.3 (6.37) -2.1 (11.05) 45.1 (42.40) 35.3 (52.00) 8.9 (24.77) 4.5 (27.48) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 0.5 (4.01) -2.4 (10.41) 33.3 (41.79) 24.4 (46.23) 6.3 (21.63) 2.4 (23.59) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 1.0 (5.67) -2.0 (9.78) 40.0 (40.24) 31.1 (51.12) 8.0 (23.04) 4.0 (26.24) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 1.1 (5.94) -1.6 (9.40) 31.0 (40.22) 21.4 (49.97) 6.6 (21.10) 2.6 (24.20) 

Median 0.0 0.0 16.7 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -67, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 0.6 (4.45) -1.8 (9.89) 37.0 (42.31) 33.3 (44.10) 5.6 (20.04) 3.1 (21.83) 

Median 0.0 0.0 33.3 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 1.2 (6.24) -1.2 (10.94) 55.6 (47.14) 51.9 (44.44) 8.7 (25.87) 6.2 (26.28) 

Median 0.0 0.0 66.7 66.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 0.0 (0.00) -2.5 (8.89) 51.9 (50.31) 48.1 (47.47) 7.5 (25.90) 4.8 (26.20) 

Median 0.0 0.0 66.7 66.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 1.4 (6.66) -1.4 (11.70) 50.0 (47.14) 45.8 (50.20) 8.2 (24.62) 5.3 (26.57) 

Median 0.0 0.0 50.0 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 1.3 (6.60) -1.3 (11.59) 54.2 (50.20) 50.0 (53.45) 8.6 (26.17) 5.7 (28.02) 

Median 0.0 0.0 66.7 50.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 1.3 (6.60) -1.3 (11.59) 37.5 (45.21) 33.3 (43.64) 6.3 (21.13) 3.4 (22.24) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 83.3 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 1.4 (6.73) -1.4 (9.62) 41.7 (42.72) 37.5 (45.21) 7.1 (21.76) 4.2 (22.97) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 83.3 0.0, 83.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 0.0 (0.00) -2.2 (8.32) 41.7 (42.72) 37.5 (45.21) 6.2 (21.55) 3.7 (23.05) 

Median 0.0 0.0 33.3 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 83.3 0.0, 83.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 100 0, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5284



Protocol BGB-A317-303 Page 281 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 2.2 (8.41) 0.0 (10.05) 41.7 (38.83) 37.5 (41.55) 8.2 (21.59) 5.7 (22.39) 

Median 0.0 0.0 50.0 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 0, 100 0, 100 -33, 100 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 0.0 (0.00) -2.3 (8.50) 26.7 (43.46) 26.7 (43.46) 2.7 (14.96) 0.7 (17.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 100 0, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 0.0 (0.00) -0.9 (5.41) 26.7 (36.51) 26.7 (36.51) 3.1 (14.21) 2.3 (15.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 1.8 (7.64) 0.9 (9.58) 26.7 (36.51) 26.7 (36.51) 4.8 (15.74) 4.0 (16.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 0.0 (0.00) -1.0 (5.63) 13.3 (29.81) 13.3 (29.81) 1.7 (10.54) 0.8 (11.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 1.0 (5.80) 0.0 (8.33) 13.3 (18.26) 13.3 (18.26) 2.6 (9.11) 1.8 (10.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 0.0 (0.00) -1.0 (5.80) 20.0 (29.81) 20.0 (29.81) 2.6 (11.96) 1.8 (13.30) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 1.0 (5.80) 0.0 (8.33) 20.0 (29.81) 20.0 (29.81) 3.5 (12.94) 2.6 (14.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 1.1 (5.99) 0.0 (8.61) 26.7 (27.89) 26.7 (27.89) 4.6 (14.15) 3.7 (15.49) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 0.0 (0.00) -1.2 (6.30) 6.7 (14.91) 6.7 (14.91) 1.0 (5.80) 0.0 (8.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 0.0 (0.00) -1.2 (6.42) 26.7 (27.89) 26.7 (27.89) 4.2 (14.04) 3.1 (15.52) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 -33, 0 0, 67 0, 67 0, 67 -33, 67 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 1.3 (6.67) 0.0 (9.62) 13.3 (18.26) 13.3 (18.26) 3.3 (10.17) 2.2 (12.17) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 1.4 (6.95) 1.4 (6.95) 13.3 (18.26) 13.3 (18.26) 3.6 (10.50) 3.6 (10.50) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 33 0, 33 0, 33 0, 33 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 2.9 (9.60) 2.9 (9.60) 11.1 (19.25) 11.1 (19.25) 3.8 (10.86) 3.8 (10.86) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 33 0, 33 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) 1.6 (7.27) 11.1 (19.25) 11.1 (19.25) 2.8 (9.41) 2.8 (9.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 33 0, 33 0, 33 0, 33 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) 1.6 (7.27) 22.2 (38.49) 22.2 (38.49) 4.2 (14.95) 4.2 (14.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 67 0, 67 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5292



Protocol BGB-A317-303 Page 289 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) 1.6 (7.27) 11.1 (19.25) 11.1 (19.25) 2.8 (9.41) 2.8 (9.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 33 0, 33 0, 33 0, 33 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) 1.6 (7.27) 11.1 (19.25) 11.1 (19.25) 2.8 (9.41) 2.8 (9.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 33 0, 33 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 3.2 (10.03) 3.2 (10.03) 11.1 (19.25) 11.1 (19.25) 4.2 (11.26) 4.2 (11.26) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 33 0, 33 0, 33 0, 33 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) 1.6 (7.27) 11.1 (19.25) 11.1 (19.25) 2.8 (9.41) 2.8 (9.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 33 0, 33 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 11.1 (19.25) 11.1 (19.25) 1.5 (7.11) 1.5 (7.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 33 0, 33 0, 33 0, 33 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 11.1 (19.25) 11.1 (19.25) 1.6 (7.27) 1.6 (7.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 33 0, 33 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5295



Protocol BGB-A317-303 Page 292 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 11.1 (19.25) 11.1 (19.25) 1.6 (7.27) 1.6 (7.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 33 0, 33 0, 33 0, 33 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 11.1 (19.25) 11.1 (19.25) 1.6 (7.27) 1.6 (7.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 33 0, 33 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 11.1 (19.25) 11.1 (19.25) 1.6 (7.27) 1.6 (7.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 33 0, 33 0, 33 0, 33 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 16.7 (23.57) 16.7 (23.57) 1.7 (7.45) 1.7 (7.45) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 33 0, 33 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 16.7 (23.57) 16.7 (23.57) 1.7 (7.45) 1.7 (7.45) 

Median 0.0 0.0 16.7 16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 33 0, 33 0, 33 0, 33 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 0 0, 0 0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 2.0 (8.08) 2.0 (8.08) 33.3 (47.14) 33.3 (47.14) 5.3 (16.72) 5.3 (16.72) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 67 0, 67 0, 67 0, 67 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 33.3 (47.14) 33.3 (47.14) 3.5 (15.29) 3.5 (15.29) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 67 0, 67 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 50.0 (70.71) 50.0 (70.71) 5.9 (24.25) 5.9 (24.25) 

Median 0.0 0.0 50.0 50.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 100 0, 100 0, 100 0, 100 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 50.0 (70.71) 50.0 (70.71) 5.9 (24.25) 5.9 (24.25) 

Median 0.0 0.0 50.0 50.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 100 0, 100 0, 100 0, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 50.0 (70.71) 50.0 (70.71) 5.9 (24.25) 5.9 (24.25) 

Median 0.0 0.0 50.0 50.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 100 0, 100 0, 100 0, 100 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 33.3 (47.14) 33.3 (47.14) 3.9 (16.17) 3.9 (16.17) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 67 0, 67 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 50.0 (70.71) 50.0 (70.71) 6.3 (25.00) 6.3 (25.00) 

Median 0.0 0.0 50.0 50.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 100 0, 100 0, 100 0, 100 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) 2.6 (9.25) 33.3 (47.14) 33.3 (47.14) 6.7 (18.69) 6.7 (18.69) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 67 0, 67 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) 2.6 (9.25) 50.0 (70.71) 50.0 (70.71) 8.9 (26.63) 8.9 (26.63) 

Median 0.0 0.0 50.0 50.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 100.0 0.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 100 0, 100 0, 100 0, 100 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 2.6 (9.25) 2.6 (9.25) 0.0 (NE) 0.0 (NE) 2.4 (8.91) 2.4 (8.91) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 0, 33 0, 0 0, 0 0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 50.0 (23.57) 50.0 (23.57) 7.1 (19.30) 7.1 (19.30) 

Median 0.0 0.0 50.0 50.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 66.7 33.3, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 33, 67 33, 67 0, 67 0, 67 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 50.0 (23.57) 50.0 (23.57) 7.1 (19.30) 7.1 (19.30) 

Median 0.0 0.0 50.0 50.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 66.7 33.3, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 33, 67 33, 67 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 33.3 (47.14) 33.3 (47.14) 5.6 (19.25) 5.6 (19.25) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 67 0, 67 0, 67 0, 67 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 33.3 (47.14) 33.3 (47.14) 6.1 (20.10) 6.1 (20.10) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 0, 67 0, 67 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 66.7 (NE) 66.7 (NE) 7.4 (22.22) 7.4 (22.22) 

Median 0.0 0.0 66.7 66.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 66.7, 66.7 66.7, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 67, 67 67, 67 0, 67 0, 67 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 66.7 (NE) 66.7 (NE) 8.3 (23.57) 8.3 (23.57) 

Median 0.0 0.0 66.7 66.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 66.7, 66.7 66.7, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 67, 67 67, 67 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 100.0 (NE) 100.0 (NE) 14.3 (37.80) 14.3 (37.80) 

Median 0.0 0.0 100.0 100.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 100.0, 100.0 100.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 100, 100 100, 100 0, 100 0, 100 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 100.0 (NE) 100.0 (NE) 14.3 (37.80) 14.3 (37.80) 

Median 0.0 0.0 100.0 100.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 100.0, 100.0 100.0, 100.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 100, 100 100, 100 0, 100 0, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 66.7 (NE) 66.7 (NE) 9.5 (25.20) 9.5 (25.20) 

Median 0.0 0.0 66.7 66.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 66.7, 66.7 66.7, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 67, 67 67, 67 0, 67 0, 67 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 66.7 (NE) 66.7 (NE) 9.5 (25.20) 9.5 (25.20) 

Median 0.0 0.0 66.7 66.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 66.7, 66.7 66.7, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 67, 67 67, 67 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 33.3 (NE) 33.3 (NE) 4.8 (12.60) 4.8 (12.60) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 33.3, 33.3 33.3, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 33, 33 33, 33 0, 33 0, 33 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 0.0 (0.00) 0.0 (0.00) 66.7 (NE) 66.7 (NE) 11.1 (27.22) 11.1 (27.22) 

Median 0.0 0.0 66.7 66.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 66.7, 66.7 66.7, 66.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0 67, 67 67, 67 0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 16.7 (23.57)   16.7 (23.57) 16.7 (23.57) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 16.7 (23.57)   16.7 (23.57) 16.7 (23.57) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) 0.0 (0.00)   0.0 (0.00) 0.0 (0.00) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Alopecia 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 5.4 (15.35) -2.7 (20.38) 42.4 (37.18) 30.5 (43.86) 18.0 (30.51) 8.6 (34.24) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 66.7 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 67 0, 100 -100, 100 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 16.7 (20.91)  14.1 (21.43)  15.9 (21.07)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 15.4 (21.73) -0.5 (18.06) 14.3 (22.13) 0.4 (14.16) 15.1 (21.82) -0.2 (16.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5320



Protocol BGB-A317-303 Page 317 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 13.4 (19.93) -2.5 (18.97) 11.4 (19.57) -3.3 (23.50) 12.8 (19.81) -2.7 (20.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 33 0, 100 -100, 67 0, 100 -100, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 12.2 (19.92) -3.1 (19.15) 8.3 (14.60) -6.1 (24.14) 11.2 (18.76) -3.8 (20.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -100, 33 0, 100 -100, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 10.1 (17.61) -4.6 (18.83) 11.1 (19.52) -1.9 (17.72) 10.3 (18.00) -4.0 (18.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 12.5 (19.71) -1.2 (20.94) 11.1 (15.96) -3.0 (21.02) 12.1 (18.84) -1.7 (20.90) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -33, 67 0, 33 -67, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 9.2 (16.51) -5.0 (20.13) 6.3 (13.41) -9.5 (28.17) 8.7 (15.97) -5.8 (21.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 33 -100, 33 0, 67 -100, 33 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 9.0 (16.49) -4.9 (18.50) 16.7 (23.57) -1.9 (24.18) 10.3 (17.97) -4.4 (19.47) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 8.3 (18.75) -4.6 (20.36) 15.7 (20.81) -2.0 (21.96) 9.6 (19.22) -4.1 (20.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -33, 33 0, 100 -67, 67 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 5.8 (12.73) -6.3 (20.83) 15.6 (17.21) -4.4 (24.77) 7.5 (14.03) -6.0 (21.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -67, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 4.9 (11.89) -7.4 (18.07) 20.0 (24.56) 0.0 (33.33) 7.6 (15.90) -6.0 (21.56) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -67, 67 0, 67 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 7.0 (13.68) -4.8 (17.95) 21.4 (28.06) 2.4 (27.62) 9.6 (17.90) -3.5 (20.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 -33, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 7.1 (15.19) -4.8 (18.45) 22.2 (37.27) 11.1 (33.33) 9.2 (19.99) -2.6 (21.50) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 6.5 (13.36) -5.4 (18.83) 25.9 (43.39) 14.8 (41.20) 9.2 (20.84) -2.6 (23.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 100 0, 100 -33, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 6.3 (13.17) -6.3 (18.56) 25.9 (36.43) 14.8 (33.79) 9.1 (19.25) -3.2 (22.35) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 6.8 (13.57) -4.1 (17.52) 20.8 (35.36) 8.3 (29.55) 8.8 (18.39) -2.3 (19.78) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 6.7 (13.47) -4.7 (19.06) 20.8 (35.36) 8.3 (29.55) 8.6 (18.27) -2.9 (20.97) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 6.0 (12.94) -5.3 (18.27) 8.3 (15.43) -4.2 (11.79) 6.3 (13.18) -5.2 (17.44) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 6.9 (13.68) -4.9 (18.18) 16.7 (35.63) 4.2 (27.82) 8.3 (18.26) -3.6 (19.78) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 100 -33, 67 0, 100 -33, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 8.0 (14.38) -2.9 (16.96) 12.5 (24.80) 0.0 (17.82) 8.6 (16.10) -2.5 (16.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 -33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 7.4 (14.01) -3.7 (19.10) 8.3 (15.43) -4.2 (11.79) 7.5 (14.08) -3.8 (18.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 0 0, 33 -33, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 4.5 (11.57) -6.8 (16.98) 0.0 (0.00) 0.0 (0.00) 4.1 (11.04) -6.1 (16.21) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 7.0 (13.77) -4.4 (17.62) 0.0 (0.00) 0.0 (0.00) 6.2 (13.12) -3.9 (16.60) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 5.4 (12.46) -6.3 (17.28) 0.0 (0.00) 0.0 (0.00) 4.8 (11.81) -5.6 (16.32) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 8.6 (16.85) -3.8 (19.42) 0.0 (0.00) 0.0 (0.00) 7.5 (15.99) -3.3 (18.18) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 0 0, 0 0, 67 -33, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 7.1 (16.15) -6.1 (19.46) 0.0 (0.00) 0.0 (0.00) 6.1 (15.22) -5.3 (18.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 0 0, 0 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 8.1 (16.73) -5.1 (18.86) 6.7 (14.91) 6.7 (14.91) 7.9 (16.32) -3.5 (18.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 0, 33 0, 67 -33, 33 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 6.1 (15.49) -7.1 (18.18) 6.7 (14.91) 6.7 (14.91) 6.1 (15.22) -5.3 (18.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 33 0, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 6.5 (13.39) -7.5 (18.68) 6.7 (14.91) 6.7 (14.91) 6.5 (13.38) -5.6 (18.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 4.8 (11.88) -9.5 (19.99) 6.7 (14.91) 6.7 (14.91) 5.1 (12.14) -7.1 (20.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 4.9 (12.07) -9.9 (18.06) 0.0 (0.00) 0.0 (0.00) 4.2 (11.20) -8.3 (16.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 6.7 (13.61) -8.0 (17.43) 13.3 (29.81) 13.3 (29.81) 7.8 (16.80) -4.4 (20.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5335



Protocol BGB-A317-303 Page 332 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 5.8 (12.92) -7.2 (17.28) 0.0 (0.00) 0.0 (0.00) 4.8 (11.88) -6.0 (15.85) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 4.3 (15.26) -8.7 (22.96) 0.0 (0.00) 0.0 (0.00) 3.8 (14.38) -7.7 (21.72) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 3.2 (10.03) -11.1 (16.10) 0.0 (0.00) 0.0 (0.00) 2.8 (9.41) -9.7 (15.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 4.8 (11.95) -9.5 (15.43) 0.0 (0.00) 0.0 (0.00) 4.2 (11.26) -8.3 (14.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 6.3 (17.06) -7.9 (17.97) 0.0 (0.00) 0.0 (0.00) 5.6 (16.05) -6.9 (16.97) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 67 -33, 33 0, 0 0, 0 0, 67 -33, 33 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 1.6 (7.27) -12.7 (16.59) 11.1 (19.25) 11.1 (19.25) 2.8 (9.41) -9.7 (18.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 3.2 (10.03) -11.1 (19.25) 22.2 (19.25) 22.2 (19.25) 5.6 (12.69) -6.9 (21.93) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 3.2 (10.03) -11.1 (19.25) 0.0 (0.00) 0.0 (0.00) 2.8 (9.41) -9.7 (18.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 3.5 (10.51) -12.3 (19.91) 0.0 (0.00) 0.0 (0.00) 3.0 (9.81) -10.6 (18.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 3.7 (10.78) -11.1 (19.80) 11.1 (19.25) 11.1 (19.25) 4.8 (11.95) -7.9 (20.83) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 5.6 (12.78) -9.3 (19.15) 11.1 (19.25) 11.1 (19.25) 6.3 (13.41) -6.3 (20.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 0, 33 0, 33 -33, 33 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 1.9 (7.86) -13.0 (16.72) 11.1 (19.25) 11.1 (19.25) 3.2 (10.03) -9.5 (18.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 33 0, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 0.0 (0.00) -14.8 (17.04) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -12.7 (16.59) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 1.9 (7.86) -13.0 (16.72) 0.0 (0.00) 0.0 (0.00) 1.7 (7.45) -11.7 (16.31) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 1.9 (7.86) -13.0 (16.72) 0.0 (0.00) 0.0 (0.00) 1.7 (7.45) -11.7 (16.31) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 2.0 (8.08) -11.8 (16.42) 33.3 (47.14) 33.3 (47.14) 5.3 (16.72) -7.0 (23.78) 

Median 0.0 0.0 33.3 33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 2.0 (8.08) -11.8 (16.42) 0.0 (0.00) 0.0 (0.00) 1.8 (7.65) -10.5 (15.92) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 3.9 (16.17) -9.8 (19.60) 0.0 (0.00) 0.0 (0.00) 3.5 (15.29) -8.8 (18.73) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 33 0, 0 0, 0 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 6.7 (18.69) -6.7 (18.69) 0.0 (0.00) 0.0 (0.00) 5.9 (17.62) -5.9 (17.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 33 0, 0 0, 0 0, 67 -33, 33 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 4.4 (17.21) -8.9 (19.79) 0.0 (0.00) 0.0 (0.00) 3.9 (16.17) -7.8 (18.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 33 0, 0 0, 0 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 4.4 (17.21) -8.9 (19.79) 0.0 (0.00) 0.0 (0.00) 3.9 (16.17) -7.8 (18.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 33 0, 0 0, 0 0, 67 -33, 33 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) -11.1 (16.27) 0.0 (0.00) 0.0 (0.00) 2.0 (8.08) -9.8 (15.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 0.0 (0.00) -14.3 (17.12) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -12.5 (16.67) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 0.0 (0.00) -15.4 (17.30) 0.0 (0.00) 0.0 (0.00) 0.0 (0.00) -13.3 (16.90) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) -12.8 (16.88) 0.0 (0.00) 0.0 (0.00) 2.2 (8.61) -11.1 (16.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 2.6 (9.25) -12.8 (16.88) 0.0 (NE) 0.0 (NE) 2.4 (8.91) -11.9 (16.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 5.6 (12.97) -8.3 (15.08) 0.0 (0.00) 0.0 (0.00) 4.8 (12.10) -7.1 (14.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) -11.1 (16.41) 0.0 (0.00) 0.0 (0.00) 2.4 (8.91) -9.5 (15.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 3.3 (10.54) -13.3 (17.21) 0.0 (0.00) 0.0 (0.00) 2.8 (9.62) -11.1 (16.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 3.7 (11.11) -14.8 (17.57) 0.0 (0.00) 0.0 (0.00) 3.0 (10.05) -12.1 (16.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 0.0 (0.00) -16.7 (17.82) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -14.8 (17.57) 

Median 0.0 -16.7 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 0.0 (0.00) -14.3 (17.82) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -12.5 (17.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5351



Protocol BGB-A317-303 Page 348 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) -11.1 (17.21) 0.0 (NE) 0.0 (NE) 4.8 (12.60) -9.5 (16.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -16.7 (18.26) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -14.3 (17.82) 

Median 0.0 -16.7 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -16.7 (18.26) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -14.3 (17.82) 

Median 0.0 -16.7 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -16.7 (18.26) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -14.3 (17.82) 

Median 0.0 -16.7 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -16.7 (18.26) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -14.3 (17.82) 

Median 0.0 -16.7 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 0.0 (0.00) -13.3 (18.26) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -11.1 (17.21) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 0.0 (0.00) -8.3 (16.67)   0.0 (0.00) -8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0   0.0, 0.0 -16.7, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 0.0 (0.00) -11.1 (19.25)   0.0 (0.00) -11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 0.0 (0.00) -16.7 (23.57)   0.0 (0.00) -16.7 (23.57) 

Median 0.0 -16.7   0.0 -16.7 

Q1, Q3 0.0, 0.0 -33.3, 0.0   0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0   0, 0 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 0.0 (0.00)   16.7 (23.57) 0.0 (0.00) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0   0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 0, 0   0, 33 0, 0 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 0.0 (0.00)   16.7 (23.57) 0.0 (0.00) 

Median 16.7 0.0   16.7 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0   0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 0, 0   0, 33 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Chest 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 15.6 (22.60) 0.2 (21.74) 19.5 (26.91) 4.3 (26.57) 16.9 (24.17) 1.6 (23.51) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -100, 67 0, 100 -67, 100 0, 100 -100, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 13.5 (22.14)  15.5 (23.10)  14.1 (22.43)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 100  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 12.8 (19.47) -0.7 (19.72) 13.9 (20.83) -1.2 (21.61) 13.1 (19.85) -0.8 (20.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 13.4 (21.48) -0.8 (20.26) 11.4 (20.37) -4.8 (22.90) 12.8 (21.15) -1.9 (21.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 12.5 (20.81) -1.0 (17.99) 7.6 (20.16) -7.6 (17.41) 11.2 (20.70) -2.7 (18.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 35 35 157 157 

Mean (SD) 9.8 (18.53) -2.5 (23.14) 6.7 (13.53) -7.6 (18.23) 9.1 (17.55) -3.6 (22.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -100, 67 0, 33 -67, 33 0, 100 -100, 67 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 9.0 (17.48) -1.9 (21.39) 9.1 (20.87) -4.0 (16.15) 9.0 (18.25) -2.4 (20.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 8.9 (15.59) -2.1 (21.76) 14.3 (27.02) -1.6 (26.82) 9.9 (18.19) -2.0 (22.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 8.6 (15.51) -2.6 (20.86) 14.8 (28.52) -1.9 (24.18) 9.7 (18.32) -2.5 (21.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 7.5 (14.01) -3.3 (21.61) 11.8 (26.20) -5.9 (17.62) 8.2 (16.69) -3.8 (20.90) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 6.8 (13.50) -1.9 (17.97) 15.6 (27.79) -2.2 (19.79) 8.3 (17.06) -2.0 (18.18) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 6.4 (13.21) -2.5 (17.58) 17.8 (27.79) 0.0 (21.82) 8.4 (17.14) -2.0 (18.29) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 33 0, 100 -67, 33 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 6.5 (13.28) -2.2 (17.98) 23.8 (33.15) 4.8 (31.64) 9.6 (19.49) -0.9 (21.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 7.7 (14.20) -1.2 (17.94) 7.4 (22.22) -7.4 (36.43) 7.7 (15.33) -2.1 (21.15) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -67, 67 0, 67 -67, 67 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 8.9 (14.90) 0.0 (19.07) 18.5 (33.79) 3.7 (42.31) 10.3 (18.56) 0.5 (23.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 8.8 (17.48) 0.0 (21.68) 11.1 (16.67) -3.7 (26.06) 9.1 (17.25) -0.5 (22.17) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 5.4 (12.45) -3.4 (17.00) 16.7 (25.20) 0.0 (35.63) 7.0 (15.09) -2.9 (20.20) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 6.7 (15.06) -2.0 (19.53) 4.2 (11.79) -12.5 (17.25) 6.3 (14.59) -3.4 (19.44) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 0 0, 67 -67, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 4.7 (11.68) -4.0 (18.61) 8.3 (15.43) -8.3 (23.57) 5.2 (12.17) -4.6 (19.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 6.9 (15.31) -2.1 (18.71) 8.3 (15.43) -8.3 (23.57) 7.1 (15.19) -3.0 (19.36) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 5.1 (12.11) -4.3 (15.09) 0.0 (0.00) -16.7 (25.20) 4.3 (11.30) -6.2 (17.22) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -67, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 4.4 (11.46) -5.2 (17.34) 8.3 (15.43) -8.3 (23.57) 5.0 (12.05) -5.7 (18.18) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 33 0, 33 -67, 33 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 6.8 (13.60) -3.0 (17.34) 6.7 (14.91) 0.0 (23.57) 6.8 (13.57) -2.7 (17.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 4.4 (13.80) -4.4 (20.75) 0.0 (0.00) -6.7 (14.91) 3.9 (13.03) -4.7 (20.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 0 -33, 0 0, 67 -67, 67 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 1.8 (7.64) -7.2 (17.80) 0.0 (0.00) -6.7 (14.91) 1.6 (7.18) -7.1 (17.32) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 2.9 (9.47) -6.7 (15.76) 13.3 (18.26) 6.7 (27.89) 4.2 (11.16) -5.0 (17.78) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 33 -33, 33 0, 33 -67, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 1.0 (5.80) -9.1 (17.23) 6.7 (14.91) 0.0 (23.57) 1.8 (7.54) -7.9 (18.07) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 0 0, 33 -33, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 5.1 (14.72) -5.1 (20.62) 13.3 (18.26) 6.7 (27.89) 6.1 (15.22) -3.5 (21.63) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 33 0, 67 -67, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 4.0 (11.05) -6.1 (19.46) 20.0 (29.81) 13.3 (38.01) 6.1 (15.22) -3.5 (22.98) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 3.2 (10.02) -7.5 (20.57) 20.0 (29.81) 13.3 (38.01) 5.6 (14.91) -4.6 (24.11) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 4.8 (11.88) -4.8 (19.70) 6.7 (14.91) 0.0 (23.57) 5.1 (12.14) -4.0 (20.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 33 -33, 33 0, 33 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 3.7 (10.68) -6.2 (20.75) 0.0 (0.00) -6.7 (14.91) 3.1 (9.87) -6.3 (19.74) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 0 -33, 0 0, 33 -67, 33 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 4.0 (11.06) -6.7 (21.52) 13.3 (29.81) 6.7 (36.51) 5.6 (15.37) -4.4 (24.34) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 4.3 (11.48) -5.8 (16.37) 0.0 (0.00) -6.7 (14.91) 3.6 (10.50) -6.0 (15.85) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 10.1 (21.17) 0.0 (24.62) 0.0 (0.00) -11.1 (19.25) 9.0 (20.13) -1.3 (24.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -33, 67 0, 0 -33, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 11.1 (19.25) 0.0 (23.57) 11.1 (19.25) 0.0 (33.33) 11.1 (18.82) 0.0 (24.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 33.3 -16.7, 16.7 

Min, Max 0, 67 -33, 33 0, 33 -33, 33 0, 67 -33, 33 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 11.1 (21.94) 0.0 (25.82) 0.0 (0.00) -11.1 (19.25) 9.7 (20.80) -1.4 (25.02) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 67 -33, 67 0, 0 -33, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 11.1 (21.94) 0.0 (25.82) 0.0 (0.00) -11.1 (19.25) 9.7 (20.80) -1.4 (25.02) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 67 -33, 67 0, 0 -33, 0 0, 67 -33, 67 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 7.9 (17.97) -3.2 (20.83) 11.1 (19.25) 0.0 (33.33) 8.3 (17.72) -2.8 (21.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 67 -33, 33 0, 33 -33, 33 0, 67 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 9.5 (23.90) -1.6 (24.67) 22.2 (38.49) 11.1 (50.92) 11.1 (25.38) 0.0 (27.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 -33.3, 66.7 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 100 -33, 67 0, 67 -33, 67 0, 100 -33, 67 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 7.9 (23.34) -3.2 (23.34) 0.0 (0.00) -11.1 (19.25) 6.9 (21.93) -4.2 (22.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 100 -33, 67 0, 0 -33, 0 0, 100 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 3.5 (10.51) -7.0 (17.84) 0.0 (0.00) -11.1 (19.25) 3.0 (9.81) -7.6 (17.61) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 3.7 (10.78) -7.4 (18.28) 11.1 (19.25) 0.0 (33.33) 4.8 (11.95) -6.3 (20.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 3.7 (10.78) -7.4 (18.28) 11.1 (19.25) 0.0 (33.33) 4.8 (11.95) -6.3 (20.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 3.7 (10.78) -7.4 (18.28) 11.1 (19.25) 0.0 (33.33) 4.8 (11.95) -6.3 (20.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 3.7 (10.78) -7.4 (18.28) 11.1 (19.25) 0.0 (33.33) 4.8 (11.95) -6.3 (20.05) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 -33.3, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 33 -33, 33 0, 33 -33, 33 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 3.7 (10.78) -7.4 (18.28) 0.0 (0.00) -16.7 (23.57) 3.3 (10.26) -8.3 (18.34) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 5.6 (12.78) -5.6 (17.15) 0.0 (0.00) -16.7 (23.57) 5.0 (12.21) -6.7 (17.44) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 5.9 (17.62) -3.9 (23.22) 0.0 (0.00) -16.7 (23.57) 5.3 (16.72) -5.3 (22.94) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 -33, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 3.9 (11.07) -5.9 (17.62) 0.0 (0.00) -16.7 (23.57) 3.5 (10.51) -7.0 (17.84) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 3.9 (11.07) -5.9 (17.62) 0.0 (0.00) -16.7 (23.57) 3.5 (10.51) -7.0 (17.84) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) -8.9 (15.26) 0.0 (0.00) -16.7 (23.57) 2.0 (8.08) -9.8 (15.66) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, 0 0, 33 -33, 0 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) -8.9 (15.26) 0.0 (0.00) -16.7 (23.57) 2.0 (8.08) -9.8 (15.66) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 2.2 (8.61) -8.9 (15.26) 0.0 (0.00) -16.7 (23.57) 2.0 (8.08) -9.8 (15.66) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 -33, 0 0, 33 -33, 0 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 4.4 (11.73) -6.7 (18.69) 0.0 (0.00) -16.7 (23.57) 3.9 (11.07) -7.8 (18.74) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 2.4 (8.91) -4.8 (17.82) 0.0 (0.00) -16.7 (23.57) 2.1 (8.33) -6.3 (18.13) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 5.1 (12.52) -2.6 (16.45) 0.0 (0.00) -16.7 (23.57) 4.4 (11.73) -4.4 (17.21) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) -5.1 (18.49) 0.0 (0.00) -16.7 (23.57) 2.2 (8.61) -6.7 (18.69) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 2.6 (9.25) -5.1 (18.49) 0.0 (NE) -33.3 (NE) 2.4 (8.91) -7.1 (19.30) 

Median 0.0 0.0 0.0 -33.3 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, -33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, -33 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) -5.6 (19.25) 0.0 (0.00) -16.7 (23.57) 2.4 (8.91) -7.1 (19.30) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 2.8 (9.62) -5.6 (19.25) 0.0 (0.00) -16.7 (23.57) 2.4 (8.91) -7.1 (19.30) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 0.0 (0.00) -10.0 (16.10) 0.0 (0.00) -16.7 (23.57) 0.0 (0.00) -11.1 (16.41) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 -33, 0 0, 0 -33, 0 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 3.7 (11.11) -7.4 (22.22) 0.0 (0.00) -16.7 (23.57) 3.0 (10.05) -9.1 (21.56) 

Median 0.0 0.0 0.0 -16.7 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 -33, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 4.2 (11.79) -4.2 (21.36) 0.0 (NE) 0.0 (NE) 3.7 (11.11) -3.7 (20.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -16.7, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 4.8 (12.60) 0.0 (19.25) 0.0 (NE) 0.0 (NE) 4.2 (11.79) 0.0 (17.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) 0.0 (21.08) 0.0 (NE) 0.0 (NE) 4.8 (12.60) 0.0 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 6.7 (14.91) 0.0 (23.57) 0.0 (NE) 0.0 (NE) 5.6 (13.61) 0.0 (21.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 8.3 (16.67) 8.3 (16.67)   8.3 (16.67) 8.3 (16.67) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 16.7 0.0, 16.7   0.0, 16.7 0.0, 16.7 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (19.25) 11.1 (19.25)   11.1 (19.25) 11.1 (19.25) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 16.7 (23.57)   16.7 (23.57) 16.7 (23.57) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 16.7 (23.57)   16.7 (23.57) 16.7 (23.57) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 16.7 (23.57)   16.7 (23.57) 16.7 (23.57) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 16.7 (23.57) 16.7 (23.57)   16.7 (23.57) 16.7 (23.57) 

Median 16.7 16.7   16.7 16.7 

Q1, Q3 0.0, 33.3 0.0, 33.3   0.0, 33.3 0.0, 33.3 

Min, Max 0, 33 0, 33   0, 33 0, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Arm or Shoulder 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 11.9 (21.73) -0.7 (22.48) 14.8 (23.15) -0.5 (24.40) 12.8 (22.21) -0.7 (23.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 100 -67, 67 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 212  97  309  

Mean (SD) 16.2 (24.60)  15.1 (22.06)  15.9 (23.80)  

Median 0.0  0.0  0.0  

Q1, Q3 0.0, 33.3  0.0, 33.3  0.0, 33.3  

Min, Max 0, 100  0, 67  0, 100  

 

Cycle 2       

n 195 195 84 84 279 279 

Mean (SD) 14.2 (23.41) -2.2 (17.93) 10.3 (18.64) -4.0 (20.96) 13.0 (22.12) -2.7 (18.87) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 -67, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 174 174 70 70 244 244 

Mean (SD) 14.0 (22.72) -2.7 (19.77) 12.9 (22.19) -0.5 (23.74) 13.7 (22.53) -2.0 (20.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 100 -67, 67 0, 100 -67, 67 

 

Cycle 4       

n 131 131 44 44 175 175 

Mean (SD) 12.2 (23.82) -1.3 (20.84) 9.1 (18.13) -3.0 (24.71) 11.4 (22.52) -1.7 (21.82) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 67 -67, 67 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 122 122 36 36 158 158 

Mean (SD) 10.7 (20.67) -1.4 (17.35) 6.5 (13.38) -5.6 (18.69) 9.7 (19.30) -2.3 (17.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 33 0, 33 -67, 33 0, 100 -67, 33 

 

Cycle 6       

n 107 107 33 33 140 140 

Mean (SD) 9.3 (20.37) -1.9 (21.88) 5.1 (12.14) -8.1 (18.69) 8.3 (18.81) -3.3 (21.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 33 -67, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 94 94 21 21 115 115 

Mean (SD) 7.4 (16.33) -2.5 (18.45) 9.5 (15.43) -7.9 (23.34) 7.8 (16.12) -3.5 (19.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -67, 33 0, 67 -67, 67 

 

Cycle 8       

n 89 89 18 18 107 107 

Mean (SD) 7.1 (17.75) -3.0 (20.50) 7.4 (14.26) -7.4 (21.56) 7.2 (17.15) -3.7 (20.64) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 33 -33, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 80 80 17 17 97 97 

Mean (SD) 7.9 (17.78) -3.3 (22.25) 5.9 (13.10) -9.8 (19.60) 7.6 (17.01) -4.5 (21.85) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 33 -33, 33 0, 100 -67, 100 

 

Cycle 10       

n 69 69 15 15 84 84 

Mean (SD) 7.2 (16.04) -3.4 (20.73) 4.4 (11.73) -11.1 (16.27) 6.7 (15.33) -4.8 (20.14) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 0 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 68 68 15 15 83 83 

Mean (SD) 7.8 (17.39) -2.5 (22.54) 4.4 (11.73) -11.1 (16.27) 7.2 (16.50) -4.0 (21.71) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 33 -33, 0 0, 67 -67, 67 

 

Cycle 12       

n 62 62 14 14 76 76 

Mean (SD) 5.4 (15.02) -4.3 (20.45) 9.5 (20.37) -7.1 (26.73) 6.1 (16.07) -4.8 (21.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 56 56 9 9 65 65 

Mean (SD) 4.2 (11.12) -5.4 (15.28) 22.2 (33.33) 7.4 (40.06) 6.7 (16.87) -3.6 (20.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 14       

n 56 56 9 9 65 65 

Mean (SD) 5.4 (13.89) -4.2 (19.14) 14.8 (24.22) 0.0 (28.87) 6.7 (15.81) -3.6 (20.52) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 53 53 9 9 62 62 

Mean (SD) 5.0 (13.71) -5.0 (20.04) 18.5 (24.22) 3.7 (30.93) 7.0 (16.12) -3.8 (21.85) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 16       

n 49 49 8 8 57 57 

Mean (SD) 4.1 (11.04) -6.1 (16.21) 16.7 (25.20) 0.0 (30.86) 5.8 (14.26) -5.3 (18.68) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 50 50 8 8 58 58 

Mean (SD) 4.7 (11.68) -5.3 (16.98) 16.7 (25.20) 0.0 (30.86) 6.3 (14.59) -4.6 (19.19) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 33 -67, 33 0, 67 -33, 67 0, 67 -67, 67 

 

Cycle 18       

n 50 50 8 8 58 58 

Mean (SD) 4.0 (12.85) -6.0 (18.67) 12.5 (24.80) -4.2 (21.36) 5.2 (15.04) -5.7 (18.87) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 -33, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 48 48 8 8 56 56 

Mean (SD) 4.9 (15.36) -5.6 (21.01) 25.0 (38.83) 8.3 (42.72) 7.7 (21.07) -3.6 (25.17) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 50.0 -16.7, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 100 -33, 100 0, 100 -67, 100 

 

Cycle 20       

n 46 46 8 8 54 54 

Mean (SD) 8.0 (17.48) -2.9 (20.88) 29.2 (41.55) 12.5 (39.59) 11.1 (23.35) -0.6 (24.65) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 66.7 0.0, 16.7 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 45 45 8 8 53 53 

Mean (SD) 5.9 (16.34) -5.2 (21.27) 12.5 (24.80) -4.2 (21.36) 6.9 (17.73) -5.0 (21.08) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 -16.7, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 -33, 33 0, 67 -67, 67 

 

Cycle 22       

n 44 44 5 5 49 49 

Mean (SD) 6.8 (16.98) -4.5 (22.26) 13.3 (29.81) 6.7 (14.91) 7.5 (18.34) -3.4 (21.78) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 0, 33 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 38 38 5 5 43 43 

Mean (SD) 7.9 (18.07) -4.4 (23.47) 13.3 (29.81) 6.7 (14.91) 8.5 (19.37) -3.1 (22.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 67 0, 67 0, 33 0, 67 -67, 67 

 

Cycle 24       

n 37 37 5 5 42 42 

Mean (SD) 6.3 (15.39) -6.3 (22.00) 13.3 (29.81) 6.7 (14.91) 7.1 (17.32) -4.8 (21.55) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 35 35 5 5 40 40 

Mean (SD) 7.6 (16.34) -5.7 (22.12) 20.0 (29.81) 13.3 (18.26) 9.2 (18.47) -3.3 (22.39) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 0.0, 0.0 

Min, Max 0, 67 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Cycle 26       

n 33 33 5 5 38 38 

Mean (SD) 6.1 (15.49) -8.1 (23.61) 13.3 (29.81) 6.7 (14.91) 7.0 (17.60) -6.1 (23.06) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 33 33 5 5 38 38 

Mean (SD) 8.1 (18.69) -6.1 (25.62) 20.0 (29.81) 13.3 (18.26) 9.6 (20.37) -3.5 (25.46) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -67, 67 0, 67 0, 33 0, 67 -67, 67 

 

Cycle 28       

n 33 33 5 5 38 38 

Mean (SD) 7.1 (20.00) -7.1 (26.03) 13.3 (29.81) 6.7 (14.91) 7.9 (21.13) -5.3 (25.14) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 100 -67, 67 0, 67 0, 33 0, 100 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 31 31 5 5 36 36 

Mean (SD) 11.8 (23.65) -2.2 (27.13) 13.3 (29.81) 6.7 (14.91) 12.0 (24.11) -0.9 (25.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Min, Max 0, 100 -67, 67 0, 67 0, 33 0, 100 -67, 67 

 

Cycle 30       

n 28 28 5 5 33 33 

Mean (SD) 8.3 (21.52) -4.8 (29.70) 13.3 (29.81) 6.7 (14.91) 9.1 (22.47) -3.0 (28.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 67 0, 33 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 27 27 5 5 32 32 

Mean (SD) 3.7 (10.68) -8.6 (21.86) 13.3 (29.81) 6.7 (14.91) 5.2 (14.93) -6.3 (21.48) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 33 -67, 33 0, 67 0, 33 0, 67 -67, 33 

 

Cycle 32       

n 25 25 5 5 30 30 

Mean (SD) 8.0 (17.43) -5.3 (28.35) 26.7 (36.51) 20.0 (29.81) 11.1 (22.03) -1.1 (29.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 66.7 0.0, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -67, 67 0, 67 0, 67 0, 67 -67, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 23 23 5 5 28 28 

Mean (SD) 7.2 (17.28) -7.2 (24.53) 13.3 (29.81) 6.7 (14.91) 8.3 (19.51) -4.8 (23.51) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 67 0, 33 0, 67 -33, 67 

 

Cycle 34       

n 23 23 3 3 26 26 

Mean (SD) 14.5 (24.26) 0.0 (31.78) 0.0 (0.00) 0.0 (0.00) 12.8 (23.24) 0.0 (29.81) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5426



Protocol BGB-A317-303 Page 423 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 21 21 3 3 24 24 

Mean (SD) 14.3 (22.54) -1.6 (30.69) 0.0 (0.00) 0.0 (0.00) 12.5 (21.56) -1.4 (28.62) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 33.3 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 36       

n 21 21 3 3 24 24 

Mean (SD) 12.7 (22.30) -3.2 (29.64) 0.0 (0.00) 0.0 (0.00) 11.1 (21.23) -2.8 (27.66) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 16.7 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 21 21 3 3 24 24 

Mean (SD) 6.3 (17.06) -9.5 (23.90) 11.1 (19.25) 11.1 (19.25) 6.9 (16.97) -6.9 (24.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 33.3 0.0, 33.3 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 33 0, 33 0, 67 -33, 67 

 

Cycle 38       

n 21 21 3 3 24 24 

Mean (SD) 9.5 (21.46) -6.3 (29.10) 22.2 (38.49) 22.2 (38.49) 11.1 (23.40) -2.8 (30.95) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 66.7 0.0, 66.7 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 67 0, 67 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 21 21 3 3 24 24 

Mean (SD) 9.5 (23.90) -6.3 (30.95) 0.0 (0.00) 0.0 (0.00) 8.3 (22.52) -5.6 (28.94) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 100 -33, 100 0, 0 0, 0 0, 100 -33, 100 

 

Cycle 40       

n 21 21 3 3 24 24 

Mean (SD) 7.9 (17.97) -7.9 (25.61) 0.0 (0.00) 0.0 (0.00) 6.9 (16.97) -6.9 (24.04) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 19 19 3 3 22 22 

Mean (SD) 5.3 (12.49) -12.3 (19.91) 0.0 (0.00) 0.0 (0.00) 4.5 (11.71) -10.6 (18.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 42       

n 18 18 3 3 21 21 

Mean (SD) 5.6 (12.78) -13.0 (20.26) 0.0 (0.00) 0.0 (0.00) 4.8 (11.95) -11.1 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 18 18 3 3 21 21 

Mean (SD) 5.6 (12.78) -13.0 (20.26) 0.0 (0.00) 0.0 (0.00) 4.8 (11.95) -11.1 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 44       

n 18 18 3 3 21 21 

Mean (SD) 7.4 (14.26) -11.1 (19.80) 0.0 (0.00) 0.0 (0.00) 6.3 (13.41) -9.5 (18.69) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 18 18 3 3 21 21 

Mean (SD) 5.6 (12.78) -13.0 (20.26) 0.0 (0.00) 0.0 (0.00) 4.8 (11.95) -11.1 (19.25) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 46       

n 18 18 2 2 20 20 

Mean (SD) 3.7 (10.78) -14.8 (17.04) 0.0 (0.00) 0.0 (0.00) 3.3 (10.26) -13.3 (16.75) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 18 18 2 2 20 20 

Mean (SD) 5.6 (12.78) -13.0 (20.26) 0.0 (0.00) 0.0 (0.00) 5.0 (12.21) -11.7 (19.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 48       

n 17 17 2 2 19 19 

Mean (SD) 5.9 (13.10) -11.8 (20.21) 0.0 (0.00) 0.0 (0.00) 5.3 (12.49) -10.5 (19.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 17 17 2 2 19 19 

Mean (SD) 5.9 (13.10) -11.8 (20.21) 0.0 (0.00) 0.0 (0.00) 5.3 (12.49) -10.5 (19.41) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 50       

n 17 17 2 2 19 19 

Mean (SD) 5.9 (13.10) -11.8 (16.42) 0.0 (0.00) 0.0 (0.00) 5.3 (12.49) -10.5 (15.92) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-12-01-qs-chg-c13-pdql-cl.rtf 

5434



Protocol BGB-A317-303 Page 431 of 450 
 

Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 15 15 2 2 17 17 

Mean (SD) 4.4 (11.73) -13.3 (16.90) 0.0 (0.00) 0.0 (0.00) 3.9 (11.07) -11.8 (16.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 52       

n 15 15 2 2 17 17 

Mean (SD) 4.4 (11.73) -13.3 (16.90) 0.0 (0.00) 0.0 (0.00) 3.9 (11.07) -11.8 (16.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 15 15 2 2 17 17 

Mean (SD) 4.4 (11.73) -13.3 (16.90) 0.0 (0.00) 0.0 (0.00) 3.9 (11.07) -11.8 (16.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 54       

n 15 15 2 2 17 17 

Mean (SD) 4.4 (11.73) -13.3 (16.90) 0.0 (0.00) 0.0 (0.00) 3.9 (11.07) -11.8 (16.42) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 14 14 2 2 16 16 

Mean (SD) 2.4 (8.91) -11.9 (16.57) 0.0 (0.00) 0.0 (0.00) 2.1 (8.33) -10.4 (15.96) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Cycle 56       

n 13 13 2 2 15 15 

Mean (SD) 2.6 (9.25) -12.8 (16.88) 0.0 (0.00) 0.0 (0.00) 2.2 (8.61) -11.1 (16.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 13 13 2 2 15 15 

Mean (SD) 5.1 (12.52) -10.3 (21.01) 0.0 (0.00) 0.0 (0.00) 4.4 (11.73) -8.9 (19.79) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 58       

n 13 13 1 1 14 14 

Mean (SD) 2.6 (9.25) -12.8 (16.88) 0.0 (NE) 0.0 (NE) 2.4 (8.91) -11.9 (16.57) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 0 0, 0 0, 0 0, 33 -33, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 12 12 2 2 14 14 

Mean (SD) 8.3 (20.72) -5.6 (27.83) 0.0 (0.00) 0.0 (0.00) 7.1 (19.30) -4.8 (25.68) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 60       

n 12 12 2 2 14 14 

Mean (SD) 8.3 (20.72) -5.6 (27.83) 0.0 (0.00) 0.0 (0.00) 7.1 (19.30) -4.8 (25.68) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 10 10 2 2 12 12 

Mean (SD) 10.0 (22.50) -3.3 (29.19) 0.0 (0.00) 0.0 (0.00) 8.3 (20.72) -2.8 (26.43) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -16.7, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 62       

n 9 9 2 2 11 11 

Mean (SD) 7.4 (14.70) -7.4 (22.22) 0.0 (0.00) 0.0 (0.00) 6.1 (13.48) -6.1 (20.10) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 8 8 1 1 9 9 

Mean (SD) 12.5 (24.80) -4.2 (33.03) 0.0 (NE) 0.0 (NE) 11.1 (23.57) -3.7 (30.93) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 16.7 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 64       

n 7 7 1 1 8 8 

Mean (SD) 9.5 (25.20) -4.8 (35.63) 0.0 (NE) 0.0 (NE) 8.3 (23.57) -4.2 (33.03) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 6 6 1 1 7 7 

Mean (SD) 0.0 (0.00) -11.1 (17.21) 0.0 (NE) 0.0 (NE) 0.0 (0.00) -9.5 (16.27) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 0 -33, 0 0, 0 0, 0 0, 0 -33, 0 

 

Cycle 66       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) -5.6 (25.09) 0.0 (NE) 0.0 (NE) 4.8 (12.60) -4.8 (23.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) -5.6 (25.09) 0.0 (NE) 0.0 (NE) 4.8 (12.60) -4.8 (23.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Cycle 68       

n 6 6 1 1 7 7 

Mean (SD) 5.6 (13.61) -5.6 (25.09) 0.0 (NE) 0.0 (NE) 4.8 (12.60) -4.8 (23.00) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 6 6 1 1 7 7 

Mean (SD) 11.1 (27.22) 0.0 (36.51) 0.0 (NE) 0.0 (NE) 9.5 (25.20) 0.0 (33.33) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 67 -33, 67 0, 0 0, 0 0, 67 -33, 67 

 

Cycle 70       

n 5 5 1 1 6 6 

Mean (SD) 6.7 (14.91) -6.7 (27.89) 0.0 (NE) 0.0 (NE) 5.6 (13.61) -5.6 (25.09) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 0.0 -33.3, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 -33.3, 0.0 

Min, Max 0, 33 -33, 33 0, 0 0, 0 0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 4 4 0 0 4 4 

Mean (SD) 8.3 (16.67) 0.0 (27.22)   8.3 (16.67) 0.0 (27.22) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 16.7 -16.7, 16.7   0.0, 16.7 -16.7, 16.7 

Min, Max 0, 33 -33, 33   0, 33 -33, 33 

 

Cycle 72       

n 3 3 0 0 3 3 

Mean (SD) 11.1 (19.25) 0.0 (33.33)   11.1 (19.25) 0.0 (33.33) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 33.3 -33.3, 33.3   0.0, 33.3 -33.3, 33.3 

Min, Max 0, 33 -33, 33   0, 33 -33, 33 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 2 2 0 0 2 2 

Mean (SD) 33.3 (47.14) 33.3 (47.14)   33.3 (47.14) 33.3 (47.14) 

Median 33.3 33.3   33.3 33.3 

Q1, Q3 0.0, 66.7 0.0, 66.7   0.0, 66.7 0.0, 66.7 

Min, Max 0, 67 0, 67   0, 67 0, 67 

 

Cycle 74       

n 2 2 0 0 2 2 

Mean (SD) 33.3 (47.14) 33.3 (47.14)   33.3 (47.14) 33.3 (47.14) 

Median 33.3 33.3   33.3 33.3 

Q1, Q3 0.0, 66.7 0.0, 66.7   0.0, 66.7 0.0, 66.7 

Min, Max 0, 67 0, 67   0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 2 2 0 0 2 2 

Mean (SD) 33.3 (47.14) 33.3 (47.14)   33.3 (47.14) 33.3 (47.14) 

Median 33.3 33.3   33.3 33.3 

Q1, Q3 0.0, 66.7 0.0, 66.7   0.0, 66.7 0.0, 66.7 

Min, Max 0, 67 0, 67   0, 67 0, 67 

 

Cycle 76       

n 2 2 0 0 2 2 

Mean (SD) 33.3 (47.14) 33.3 (47.14)   33.3 (47.14) 33.3 (47.14) 

Median 33.3 33.3   33.3 33.3 

Q1, Q3 0.0, 66.7 0.0, 66.7   0.0, 66.7 0.0, 66.7 

Min, Max 0, 67 0, 67   0, 67 0, 67 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 77       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 78       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 79       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 80       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 81       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 82       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 83       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 84       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 85       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 86       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 87       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Cycle 88       

n 1 1 0 0 1 1 

Mean (SD) 0.0 (NE) 0.0 (NE)   0.0 (NE) 0.0 (NE) 

Median 0.0 0.0   0.0 0.0 

Q1, Q3 0.0, 0.0 0.0, 0.0   0.0, 0.0 0.0, 0.0 

Min, Max 0, 0 0, 0   0, 0 0, 0 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.12.1: 

Summary of EORTC QLQ-LC13 Scores by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

Pain in Other Parts 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 135 135 70 70 205 205 

Mean (SD) 15.3 (26.32) -0.7 (23.56) 13.8 (25.69) 0.5 (24.40) 14.8 (26.05) -0.3 (23.80) 

Median 0.0 0.0 0.0 0.0 0.0 0.0 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Min, Max 0, 100 -67, 100 0, 100 -33, 100 0, 100 -67, 100 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviation: NE, not estimable. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Haemoptysis 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Dyspnoea Scale 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Sore Mouth 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Dysphagia 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Peripheral Neuropathy 

212 195 174 131 122 107 94 89 80 69 68 62

No. of Patients

97 84 70 44 36 33 21 18 17 15 15 14

Baseline Cycle 2 Cycle 3 Cycle 4 Cycle 5 Cycle 6 Cycle 7 Cycle 8 Cycle 9 Cycle 10 Cycle 11 Cycle 12

Visit

-15

-10

-5

0

5

10

15

20

25

30

C
h
an

g
e 

fr
o
m

 b
as

el
in

e 
(M

ea
n
)

T islelizumab

Docetaxel

DocetaxelTislelizumab

 
Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Alopecia 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

Pain in Arm or Shoulder 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Figure 14.2.2.4.12.1:  

Summary of EORTC QLQ-LC13 Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores for coughing, heamoptysis, dyspnoea scale, sore mouth, dysphagia, peripheral neuropathy, alopecia, pain in chest, pain in arm or shoulder, pain in other parts 

are deteriorations for LC13. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Coughing          

   Cycle 4 131  -7.86 (1.84) 44  -2.15 (2.83) -5.71 (-11.70, 

0.28) 

-0.31 (-0.63, 

0.02) 

0.0617 

   Cycle 6 107  -10.09 (2.05) 33  -1.39 (3.39) -8.71 (-15.94, 

-1.47) 

-0.44 (-0.80, 

-0.07) 

0.0187 

   Overall Treatment Effect 195 32.55 (24.81) -8.75 (1.70) 84 32.65 (25.45) 0.68 (2.78) -9.43 (-15.16, 

-3.70) 

-0.60 (-0.96, 

-0.23) 

0.0014 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Haemoptysis          

   Cycle 4 131  0.02 (1.17) 44  -0.51 (1.86) 0.53 (-3.47, 

4.53) 

0.04 (-0.29, 

0.38) 

0.7952 

   Cycle 6 107  0.28 (1.28) 33  -1.69 (2.16) 1.97 (-2.71, 

6.65) 

0.16 (-0.22, 

0.53) 

0.4049 

   Overall Treatment Effect 195 4.87 (13.86) 0.24 (1.97) 84 4.81 (11.77) 2.33 (3.62) -2.09 (-14.14, 

9.96) 

-0.16 (-0.94, 

0.63) 

0.6366 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-mmrmqs.sas  23AUG2024 03:58  t-14-02-02-04-12-02-eff-mmrmqs-c13-cl.rtf 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Dyspnoea Scale          

   Cycle 4 131  0.56 (1.36) 44  -0.86 (2.11) 1.42 (-3.15, 

5.98) 

0.10 (-0.21, 

0.41) 

0.5409 

   Cycle 6 107  0.59 (1.51) 33  0.22 (2.43) 0.37 (-4.95, 

5.68) 

0.02 (-0.31, 

0.35) 

0.8921 

   Overall Treatment Effect 195 19.60 (14.68) -0.25 (1.22) 84 20.85 (18.02) 1.69 (1.96) -1.94 (-6.06, 

2.18) 

-0.16 (-0.50, 

0.18) 

0.3548 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Sore Mouth          

   Cycle 4 131  1.11 (1.01) 44  2.27 (1.58) -1.16 (-4.64, 

2.31) 

-0.10 (-0.40, 

0.20) 

0.5101 

   Cycle 6 107  -0.42 (0.95) 33  5.01 (1.61) -5.44 (-8.88, 

-1.99) 

-0.62 (-1.02, 

-0.22) 

0.0023 

   Overall Treatment Effect 195 1.42 (6.74) 1.41 (0.71) 84 1.72 (7.41) 3.40 (1.20) -1.99 (-4.41, 

0.43) 

-0.33 (-0.74, 

0.07) 

0.1068 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Dysphagia          

   Cycle 4 131  0.77 (0.90) 44  -0.87 (1.36) 1.64 (-1.22, 

4.51) 

0.18 (-0.13, 

0.48) 

0.2597 

   Cycle 6 107  0.32 (1.07) 33  2.88 (1.71) -2.56 (-6.26, 

1.15) 

-0.23 (-0.56, 

0.10) 

0.1752 

   Overall Treatment Effect 195 3.46 (11.18) 0.65 (0.81) 84 2.41 (9.92) 0.16 (1.24) 0.49 (-2.05, 

3.02) 

0.06 (-0.26, 

0.39) 

0.7048 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Peripheral Neuropathy          

   Cycle 4 131  0.25 (1.31) 44  1.57 (2.00) -1.32 (-5.59, 

2.95) 

-0.10 (-0.41, 

0.21) 

0.5420 

   Cycle 6 107  -1.63 (1.43) 33  3.85 (2.32) -5.47 (-10.42, 

-0.52) 

-0.39 (-0.74, 

-0.04) 

0.0305 

   Overall Treatment Effect 195 8.02 (20.10) -0.12 (1.13) 84 5.50 (15.72) 5.55 (1.83) -5.67 (-9.37, 

-1.97) 

-0.56 (-0.92, 

-0.19) 

0.0029 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Alopecia          

   Cycle 4 131  -4.82 (1.95) 44  31.17 (3.07) -35.98 (-42.67, 

-29.30) 

-1.71 (-2.07, 

-1.35) 

< 0.0001 

   Cycle 6 107  -7.02 (1.88) 33  33.87 (3.03) -40.88 (-47.40, 

-34.36) 

-2.12 (-2.52, 

-1.72) 

< 0.0001 

   Overall Treatment Effect 195 7.86 (18.39) -6.17 (1.55) 84 11.34 (24.00) 31.32 (2.48) -37.49 (-42.60, 

-32.38) 

-2.56 (-3.00, 

-2.12) 

< 0.0001 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Pain in Chest          

   Cycle 4 131  -1.91 (1.61) 44  -1.85 (2.49) -0.06 (-5.45, 

5.33) 

-0.00 (-0.31, 

0.31) 

0.9819 

   Cycle 6 107  0.49 (1.84) 33  -0.37 (3.04) 0.86 (-5.76, 

7.48) 

0.05 (-0.31, 

0.40) 

0.7982 

   Overall Treatment Effect 195 16.67 (20.91) -2.46 (1.34) 84 14.09 (21.43) 1.65 (2.14) -4.11 (-8.50, 

0.28) 

-0.32 (-0.67, 

0.02) 

0.0662 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Pain in Arm or Shoulder          

   Cycle 4 131  -0.04 (1.55) 44  -4.39 (2.39) 4.35 (-0.75, 

9.46) 

0.27 (-0.05, 

0.59) 

0.0939 

   Cycle 6 107  -1.85 (1.73) 33  -2.74 (2.83) 0.89 (-5.21, 

6.99) 

0.05 (-0.30, 

0.40) 

0.7734 

   Overall Treatment Effect 195 13.52 (22.14) -1.38 (1.40) 84 15.46 (23.10) -1.43 (2.29) 0.06 (-4.66, 

4.77) 

0.00 (-0.35, 

0.36) 

0.9808 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.2: 

EORTC QLQ-LC13: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Domain  

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

Pain in Other Parts          

   Cycle 4 131  -0.94 (1.83) 44  -2.00 (2.92) 1.05 (-5.34, 

7.44) 

0.05 (-0.27, 

0.37) 

0.7456 

   Cycle 6 107  -2.08 (1.90) 33  -6.88 (3.20) 4.80 (-2.13, 

11.74) 

0.26 (-0.12, 

0.64) 

0.1734 

   Overall Treatment Effect 195 16.19 (24.60) -1.50 (1.44) 84 15.12 (22.06) -4.31 (2.36) 2.81 (-2.11, 

7.73) 

0.20 (-0.15, 

0.56) 

0.2609 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Negative differences favor tislelizumab. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Negative differences favor tislelizumab. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.12.3: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

 Coughing 214 37 (17.3) NR (NE, NE) 103 20 (19.4) 9.9 (5.6, NE) 0.714 (0.411, 1.243) 0.2288 

 

 Haemoptysis 214 20 (9.3) NR (NE, NE) 103 7 (6.8) NR (NE, NE) 0.792 (0.324, 1.937) 0.6034 

 

 Dyspnoea Scale 214 58 (27.1) NR (9.9, NE) 103 29 (28.2) 7.7 (4.9, NE) 0.702 (0.445, 1.108) 0.1199 

 

 Sore Mouth 214 19 (8.9) NR (NE, NE) 103 11 (10.7) NR (27.0, NE) 0.520 (0.241, 1.122) 0.0900 

 

 Dysphagia 214 13 (6.1) NR (NE, NE) 103 6 (5.8) NR (NE, NE) 0.683 (0.251, 1.858) 0.4544 

 

 Peripheral Neuropathy 214 27 (12.6) NR (NE, NE) 103 12 (11.7) NR (6.9, NE) 0.698 (0.345, 1.415) 0.3136 

 

 Alopecia 214 13 (6.1) NR (NE, NE) 103 48 (46.6) 2.1 (0.9, 2.8) 0.046 (0.022, 0.096) <0.0001 

 

 Pain in Chest 214 27 (12.6) NR (NE, NE) 103 8 (7.8) NR (NE, NE) 1.006 (0.446, 2.270) 0.9928 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.2.2.4.12.3: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

 Pain in Arm or Shoulder 214 42 (19.6) NR (NE, NE) 103 8 (7.8) NR (NE, NE) 2.025 (0.943, 4.348) 0.0656 

 

 Pain in Other Parts 214 36 (16.8) NR (22.8, NE) 103 11 (10.7) 25.0 (12.5, NE) 1.100 (0.552, 2.189) 0.7870 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Coughing
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T islelizumab: n = 214, events = 37, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 20, Median: 9.9, 95% CI: 5.6 - NE

HR (95% CI): 0.714 (0.411, 1.243)

Log-rank test p-value: 0.2288

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Haemoptysis
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T islelizumab: n = 214, events = 20, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.792 (0.324, 1.937)

Log-rank test p-value: 0.6034

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Dyspnoea Scale
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T islelizumab: n = 214, events = 58, Median: NR, 95% CI: 9.9 - NE

Docetaxel: n = 103, events = 29, Median: 7.7, 95% CI: 4.9 - NE

HR (95% CI): 0.702 (0.445, 1.108)

Log-rank test p-value: 0.1199

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Sore Mouth
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T islelizumab: n = 214, events = 19, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 11, Median: NR, 95% CI: 27.0 - NE

HR (95% CI): 0.520 (0.241, 1.122)

Log-rank test p-value: 0.0900

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Dysphagia
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T islelizumab: n = 214, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.683 (0.251, 1.858)

Log-rank test p-value: 0.4544

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Peripheral Neuropathy
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T islelizumab: n = 214, events = 27, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 12, Median: NR, 95% CI: 6.9 - NE

HR (95% CI): 0.698 (0.345, 1.415)

Log-rank test p-value: 0.3136

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Alopecia
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T islelizumab: n = 214, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 48, Median: 2.1, 95% CI: 0.9 - 2.8

HR (95% CI): 0.046 (0.022, 0.096)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Pain in Chest
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T islelizumab: n = 214, events = 27, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 8, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.006 (0.446, 2.270)

Log-rank test p-value: 0.9928

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Pain in Arm or Shoulder
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T islelizumab: n = 214, events = 42, Median: NR, 95% CI: NE - NE

Docetaxel: n = 103, events = 8, Median: NR, 95% CI: NE - NE

HR (95% CI): 2.025 (0.943, 4.348)

Log-rank test p-value: 0.0656

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Figure 14.2.2.4.12.3: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Outcome: Pain in Other Parts
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T islelizumab: n = 214, events = 36, Median: NR, 95% CI: 22.8 - NE

Docetaxel: n = 103, events = 11, Median: 25.0, 95% CI: 12.5 - NE

HR (95% CI): 1.100 (0.552, 2.189)

Log-rank test p-value: 0.7870

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 25 (18.0) NR (NE, NE) 65 13 (20.0) NR (5.6, NE) 0.734 (0.374, 1.442) 0.3647 

   Age >= 65 Years 75 12 (16.0) NR (NE, NE) 38 7 (18.4) 6.9 (3.9, NE) 0.535 (0.201, 1.424) 0.2034 

   Interaction        0.6782 

 

Sex         

   Male 166 29 (17.5) NR (NE, NE) 76 12 (15.8) 9.9 (5.2, NE) 0.780 (0.393, 1.549) 0.4729 

   Female 48 8 (16.7) NR (13.2, NE) 27 8 (29.6) NR (2.9, NE) 0.468 (0.175, 1.253) 0.1196 

   Interaction        0.3344 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 28 (16.7) NR (NE, NE) 88 14 (15.9) NR (5.6, NE) 0.788 (0.411, 1.508) 0.4671 

   White 38 7 (18.4) NR (NE, NE) 13 4 (30.8) 6.9 (0.8, NE) 0.554 (0.161, 1.907) 0.3409 

   Other 8 2 (25.0) NR (1.4, NE) 2 2 (100.0) 0.7 (0.7, NE) 0.000 (0.000, NE) 0.0009 

   Interaction        0.0969 

 

Region         

   China 167 28 (16.8) NR (NE, NE) 88 14 (15.9) NR (5.6, NE) 0.788 (0.411, 1.508) 0.4671 

   Europe 32 5 (15.6) NR (NE, NE) 13 4 (30.8) 6.9 (0.8, NE) 0.460 (0.122, 1.736) 0.2410 

   Other 15 4 (26.7) NR (1.5, NE) 2 2 (100.0) 0.7 (0.7, NE) 0.053 (0.005, 0.593) 0.0012 

   Interaction        0.0808 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 13 (26.0) NR (9.1, NE) 19 4 (21.1) NR (0.8, NE) 0.830 (0.269, 2.559) 0.7490 

   1 164 24 (14.6) NR (NE, NE) 84 16 (19.0) 9.9 (5.6, NE) 0.558 (0.292, 1.068) 0.0730 

   Interaction        0.6282 

 

Smoking Status         

   Current or Former 154 28 (18.2) NR (NE, NE) 66 11 (16.7) 9.9 (5.2, NE) 0.816 (0.401, 1.659) 0.5704 

   Never 60 9 (15.0) NR (13.9, NE) 37 9 (24.3) NR (4.1, NE) 0.467 (0.184, 1.186) 0.1009 

   Interaction        0.3508 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 27 (21.6) NR (13.9, NE) 62 12 (19.4) NR (5.6, NE) 0.973 (0.492, 1.927) 0.9339 

   Squamous 89 10 (11.2) NR (NE, NE) 41 8 (19.5) NR (5.2, NE) 0.314 (0.117, 0.843) 0.0160 

   Interaction        0.0822 

 

EGFR mutation at baseline         

   Wild type 143 29 (20.3) NR (NE, NE) 75 15 (20.0) NR (6.9, NE) 0.850 (0.453, 1.594) 0.6091 

   Unknown 71 8 (11.3) NR (NE, NE) 28 5 (17.9) 5.2 (3.9, NE) 0.306 (0.092, 1.011) 0.0409 

   Interaction        0.2309 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 21 (19.4) NR (NE, NE) 48 8 (16.7) 9.9 (9.9, NE) 0.925 (0.404, 2.123) 0.8599 

   Unknown 106 16 (15.1) NR (NE, NE) 55 12 (21.8) NR (5.2, NE) 0.519 (0.244, 1.104) 0.0824 

   Interaction        0.4645 

 

Line of therapy         

   Second 180 32 (17.8) NR (NE, NE) 88 17 (19.3) NR (5.6, NE) 0.719 (0.396, 1.304) 0.2718 

   Third 34 5 (14.7) NR (12.7, NE) 15 3 (20.0) 6.9 (0.7, NE) 0.382 (0.083, 1.751) 0.1994 

   Interaction        0.5187 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 5 (15.2) NR (6.2, NE) 8 1 (12.5) NR (4.1, NE) 0.877 (0.100, 7.715) 0.9055 

   Metastatic 181 32 (17.7) NR (NE, NE) 95 19 (20.0) 9.9 (5.6, NE) 0.678 (0.381, 1.205) 0.1806 

   Interaction        0.7116 

 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (2.8, NE) 9 1 (11.1) NR (0.8, NE) 0.949 (0.080, 11.248) 0.9669 

   No 201 35 (17.4) NR (NE, NE) 94 19 (20.2) 9.9 (5.6, NE) 0.631 (0.357, 1.116) 0.1090 

   Interaction        0.5230 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Coughing 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 3 (18.8) NR (1.4, NE) 0.230 (0.024, 2.220) 0.1655 

   No 187 36 (19.3) NR (NE, NE) 87 17 (19.5) NR (5.6, NE) 0.736 (0.410, 1.321) 0.3010 

   Interaction        0.2080 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 14 (10.1) NR (NE, NE) 65 6 (9.2) NR (7.4, NE) 0.818 (0.313, 2.137) 0.6826 

   Age >= 65 Years 75 6 (8.0) NR (19.4, NE) 38 1 (2.6) NR (3.9, NE) 1.504 (0.173, 13.043) 0.7113 

   Interaction        0.4657 

 

Sex         

   Male 166 20 (12.0) NR (NE, NE) 76 5 (6.6) NR (NE, NE) 1.183 (0.438, 3.199) 0.7378 

   Female 48 0 (0.0) NR (NE, NE) 27 2 (7.4) NR (5.5, NE) 0.000 (0.000, NE) 0.0284 

   Interaction        0.9908 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 15 (8.9) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 0.839 (0.320, 2.199) 0.7216 

   White 38 2 (5.3) NR (NE, NE) 13 1 (7.7) NR (5.5, NE) 0.555 (0.050, 6.193) 0.6277 

   Other 8 3 (37.5) 19.4 (0.7, NE) 2 0 (0.0) NR (NE, NE) 41873208.214 (0.000, 

NE) 

0.2848 

   Interaction        0.9192 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 15 (9.0) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 0.839 (0.320, 2.199) 0.7216 

   Europe 32 1 (3.1) NR (NE, NE) 13 1 (7.7) NR (5.5, NE) 0.302 (0.019, 4.825) 0.3686 

   Other 15 4 (26.7) NR (2.8, NE) 2 0 (0.0) NR (NE, NE) 12353074.832 (0.000, 

NE) 

0.3633 

   Interaction        0.7895 

 

ECOG performance-status score         

   0 50 5 (10.0) NR (NE, NE) 19 2 (10.5) NR (7.4, NE) 0.573 (0.110, 2.980) 0.5031 

   1 164 15 (9.1) NR (NE, NE) 84 5 (6.0) NR (NE, NE) 1.053 (0.376, 2.951) 0.9215 

   Interaction        0.5354 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 20 (13.0) NR (NE, NE) 66 5 (7.6) NR (NE, NE) 1.092 (0.403, 2.962) 0.8601 

   Never 60 0 (0.0) NR (NE, NE) 37 2 (5.4) NR (5.5, NE) 0.000 (0.000, NE) 0.0269 

   Interaction        0.9905 

 

Histology         

   Non-squamous 125 7 (5.6) NR (NE, NE) 62 4 (6.5) NR (NE, NE) 0.655 (0.191, 2.252) 0.4993 

   Squamous 89 13 (14.6) NR (17.6, NE) 41 3 (7.3) NR (NE, NE) 1.063 (0.287, 3.944) 0.9307 

   Interaction        0.5611 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 8 (5.6) NR (NE, NE) 75 4 (5.3) NR (NE, NE) 0.698 (0.207, 2.354) 0.5604 

   Unknown 71 12 (16.9) NR (17.6, NE) 28 3 (10.7) NR (3.9, NE) 0.863 (0.233, 3.195) 0.8198 

   Interaction        0.8417 

 

ALK rearrangement at baseline         

   Wild type 108 9 (8.3) NR (NE, NE) 48 3 (6.3) NR (7.4, NE) 0.730 (0.184, 2.897) 0.6530 

   Unknown 106 11 (10.4) NR (NE, NE) 55 4 (7.3) NR (NE, NE) 1.143 (0.363, 3.597) 0.8193 

   Interaction        0.5769 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 13 (7.2) NR (NE, NE) 88 7 (8.0) NR (NE, NE) 0.587 (0.231, 1.495) 0.2592 

   Third 34 7 (20.6) NR (17.6, NE) 15 0 (0.0) NR (NE, NE) 14172078.717 (0.000, 

NE) 

0.1623 

   Interaction        0.9867 

 

Disease Stage         

   Locally advanced 33 6 (18.2) NR (19.4, NE) 8 3 (37.5) 5.5 (0.7, NE) 0.277 (0.061, 1.264) 0.0764 

   Metastatic 181 14 (7.7) NR (NE, NE) 95 4 (4.2) NR (NE, NE) 1.190 (0.387, 3.660) 0.7611 

   Interaction        0.1007 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Haemoptysis 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 9 0 (0.0) NR (NE, NE) 55002863.742 (0.000, 

NE) 

0.4250 

   No 201 19 (9.5) NR (NE, NE) 94 7 (7.4) NR (NE, NE) 0.821 (0.340, 1.983) 0.6611 

   Interaction        0.9886 

 

Liver metastases at baseline         

   Yes 27 2 (7.4) 9.3 (6.0, NE) 16 1 (6.3) NR (3.9, NE) 0.000 (0.000, NE) 0.3173 

   No 187 18 (9.6) NR (NE, NE) 87 6 (6.9) NR (NE, NE) 0.963 (0.378, 2.451) 0.9381 

   Interaction        0.8752 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 34 (24.5) NR (NE, NE) 65 20 (30.8) 7.7 (2.8, NE) 0.594 (0.340, 1.038) 0.0647 

   Age >= 65 Years 75 24 (32.0) 14.5 (5.7, NE) 38 9 (23.7) 6.9 (3.6, NE) 0.943 (0.427, 2.083) 0.8663 

   Interaction        0.1916 

 

Sex         

   Male 166 40 (24.1) NR (NE, NE) 76 19 (25.0) 7.9 (3.6, NE) 0.703 (0.403, 1.226) 0.2078 

   Female 48 18 (37.5) 9.1 (3.4, NE) 27 10 (37.0) 4.9 (0.8, NE) 0.743 (0.338, 1.634) 0.4539 

   Interaction        0.8643 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 37 (22.0) NR (NE, NE) 88 26 (29.5) 7.7 (3.5, NE) 0.520 (0.311, 0.868) 0.0106 

   White 38 16 (42.1) 9.1 (1.7, NE) 13 2 (15.4) NR (6.9, NE) 2.396 (0.540, 10.632) 0.2347 

   Other 8 5 (62.5) 3.5 (0.7, NE) 2 1 (50.0) 4.9 (NE, NE) 2.139 (0.240, 19.102) 0.4906 

   Interaction        0.0953 

 

Region         

   China 167 37 (22.2) NR (NE, NE) 88 26 (29.5) 7.7 (3.5, NE) 0.520 (0.311, 0.868) 0.0106 

   Europe 32 14 (43.8) 9.0 (1.5, NE) 13 2 (15.4) NR (6.9, NE) 2.756 (0.616, 12.330) 0.1655 

   Other 15 7 (46.7) 9.1 (0.7, NE) 2 1 (50.0) 4.9 (NE, NE) 1.027 (0.123, 8.568) 0.9971 

   Interaction        0.1017 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 16 (32.0) NR (4.1, NE) 19 6 (31.6) 4.9 (0.8, NE) 0.540 (0.207, 1.407) 0.1990 

   1 164 42 (25.6) NR (9.1, NE) 84 23 (27.4) 7.7 (6.9, NE) 0.728 (0.433, 1.225) 0.2231 

   Interaction        0.7593 

 

Smoking Status         

   Current or Former 154 42 (27.3) NR (8.3, NE) 66 16 (24.2) 7.9 (3.6, NE) 0.900 (0.503, 1.612) 0.7133 

   Never 60 16 (26.7) NR (9.0, NE) 37 13 (35.1) 4.9 (0.9, NE) 0.472 (0.220, 1.010) 0.0465 

   Interaction        0.2170 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 35 (28.0) NR (9.1, NE) 62 20 (32.3) 6.9 (3.5, NE) 0.701 (0.402, 1.222) 0.1977 

   Squamous 89 23 (25.8) NR (5.7, NE) 41 9 (22.0) 7.9 (3.6, NE) 0.750 (0.340, 1.651) 0.4745 

   Interaction        0.7539 

 

EGFR mutation at baseline         

   Wild type 143 41 (28.7) NR (9.0, NE) 75 22 (29.3) 6.9 (4.9, NE) 0.770 (0.455, 1.304) 0.3191 

   Unknown 71 17 (23.9) NR (6.2, NE) 28 7 (25.0) 7.9 (3.6, NE) 0.605 (0.246, 1.483) 0.2632 

   Interaction        0.7563 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 30 (27.8) NR (9.9, NE) 48 10 (20.8) NR (NE, NE) 1.050 (0.508, 2.172) 0.9006 

   Unknown 106 28 (26.4) NR (5.7, NE) 55 19 (34.5) 6.9 (3.5, 9.9) 0.589 (0.327, 1.060) 0.0705 

   Interaction        0.4182 

 

Line of therapy         

   Second 180 48 (26.7) NR (9.9, NE) 88 23 (26.1) 7.9 (4.9, NE) 0.774 (0.467, 1.282) 0.3091 

   Third 34 10 (29.4) NR (3.5, NE) 15 6 (40.0) 3.6 (0.7, NE) 0.405 (0.142, 1.153) 0.0789 

   Interaction        0.2839 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 10 (30.3) 8.3 (5.7, NE) 8 3 (37.5) 7.9 (0.7, NE) 0.578 (0.155, 2.158) 0.4046 

   Metastatic 181 48 (26.5) NR (9.9, NE) 95 26 (27.4) 7.7 (4.9, NE) 0.730 (0.449, 1.187) 0.1975 

   Interaction        0.9448 

 

Brain metastases at baseline         

   Yes 13 5 (38.5) 2.1 (0.7, NE) 9 3 (33.3) NR (0.7, NE) 0.995 (0.232, 4.259) 0.9738 

   No 201 53 (26.4) NR (9.9, NE) 94 26 (27.7) 7.7 (4.9, NE) 0.696 (0.431, 1.123) 0.1286 

   Interaction        0.8063 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dyspnoea Scale 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 3 (11.1) NR (1.5, NE) 16 4 (25.0) NR (1.5, NE) 0.616 (0.138, 2.758) 0.5197 

   No 187 55 (29.4) NR (9.1, NE) 87 25 (28.7) 7.7 (4.9, NE) 0.738 (0.456, 1.194) 0.2087 

   Interaction        0.4710 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 12 (8.6) NR (NE, NE) 65 8 (12.3) 27.0 (NE, NE) 0.463 (0.186, 1.152) 0.0918 

   Age >= 65 Years 75 7 (9.3) NR (NE, NE) 38 3 (7.9) NR (NE, NE) 0.655 (0.165, 2.604) 0.5453 

   Interaction        0.6041 

 

Sex         

   Male 166 13 (7.8) NR (NE, NE) 76 7 (9.2) NR (NE, NE) 0.534 (0.210, 1.359) 0.1818 

   Female 48 6 (12.5) NR (17.6, NE) 27 4 (14.8) 27.0 (3.6, NE) 0.647 (0.180, 2.323) 0.4982 

   Interaction        0.7797 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 9 (5.4) NR (NE, NE) 88 9 (10.2) NR (NE, NE) 0.362 (0.142, 0.924) 0.0274 

   White 38 6 (15.8) NR (11.8, NE) 13 2 (15.4) 27.0 (2.1, NE) 0.849 (0.169, 4.281) 0.8431 

   Other 8 4 (50.0) 6.3 (0.8, NE) 2 0 (0.0) NR (NE, NE) 39435977.140 (0.000, 

NE) 

0.2497 

   Interaction        0.5311 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 9 (5.4) NR (NE, NE) 88 9 (10.2) NR (NE, NE) 0.362 (0.142, 0.924) 0.0274 

   Europe 32 6 (18.8) NR (9.9, NE) 13 2 (15.4) 27.0 (2.1, NE) 1.140 (0.222, 5.862) 0.8752 

   Other 15 4 (26.7) NR (5.1, NE) 2 0 (0.0) NR (NE, NE) 11529346.457 (0.000, 

NE) 

0.4168 

   Interaction        0.3935 

 

ECOG performance-status score         

   0 50 7 (14.0) NR (9.9, NE) 19 1 (5.3) NR (3.6, NE) 1.379 (0.167, 11.365) 0.7643 

   1 164 12 (7.3) NR (NE, NE) 84 10 (11.9) 27.0 (27.0, NE) 0.423 (0.180, 0.993) 0.0421 

   Interaction        0.2211 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 13 (8.4) NR (NE, NE) 66 9 (13.6) NR (NE, NE) 0.336 (0.140, 0.807) 0.0109 

   Never 60 6 (10.0) NR (17.6, NE) 37 2 (5.4) 27.0 (27.0, NE) 1.466 (0.294, 7.314) 0.6407 

   Interaction        0.1026 

 

Histology         

   Non-squamous 125 12 (9.6) NR (NE, NE) 62 5 (8.1) NR (27.0, NE) 0.895 (0.313, 2.558) 0.8376 

   Squamous 89 7 (7.9) NR (NE, NE) 41 6 (14.6) NR (3.5, NE) 0.240 (0.075, 0.765) 0.0092 

   Interaction        0.1053 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 13 (9.1) NR (NE, NE) 75 7 (9.3) NR (27.0, NE) 0.661 (0.260, 1.678) 0.3811 

   Unknown 71 6 (8.5) NR (NE, NE) 28 4 (14.3) NR (3.6, NE) 0.340 (0.094, 1.226) 0.0843 

   Interaction        0.2986 

 

ALK rearrangement at baseline         

   Wild type 108 7 (6.5) NR (NE, NE) 48 5 (10.4) NR (3.5, NE) 0.256 (0.069, 0.940) 0.0278 

   Unknown 106 12 (11.3) NR (NE, NE) 55 6 (10.9) NR (27.0, NE) 0.866 (0.325, 2.310) 0.7728 

   Interaction        0.1482 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 17 (9.4) NR (NE, NE) 88 11 (12.5) NR (27.0, NE) 0.504 (0.233, 1.087) 0.0759 

   Third 34 2 (5.9) NR (7.6, NE) 15 0 (0.0) NR (NE, NE) 11180789.351 (0.000, 

NE) 

0.5831 

   Interaction        0.9911 

 

Disease Stage         

   Locally advanced 33 2 (6.1) NR (NE, NE) 8 1 (12.5) 27.0 (NE, NE) 0.534 (0.048, 5.933) 0.6034 

   Metastatic 181 17 (9.4) NR (NE, NE) 95 10 (10.5) NR (NE, NE) 0.555 (0.251, 1.229) 0.1426 

   Interaction        0.8709 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Sore Mouth 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (1.4, NE) 9 0 (0.0) NR (NE, NE) 52307174.337 (0.000, 

NE) 

0.2726 

   No 201 17 (8.5) NR (NE, NE) 94 11 (11.7) NR (27.0, NE) 0.449 (0.207, 0.973) 0.0380 

   Interaction        0.9879 

 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 0.697 (0.044, 11.138) 0.7972 

   No 187 18 (9.6) NR (NE, NE) 87 10 (11.5) NR (27.0, NE) 0.522 (0.239, 1.141) 0.0987 

   Interaction        0.9601 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 6 (4.3) NR (NE, NE) 65 4 (6.2) NR (NE, NE) 0.479 (0.133, 1.730) 0.2524 

   Age >= 65 Years 75 7 (9.3) NR (NE, NE) 38 2 (5.3) NR (NE, NE) 1.296 (0.264, 6.359) 0.7474 

   Interaction        0.4148 

 

Sex         

   Male 166 8 (4.8) NR (NE, NE) 76 5 (6.6) NR (NE, NE) 0.473 (0.150, 1.491) 0.1918 

   Female 48 5 (10.4) NR (12.5, NE) 27 1 (3.7) NR (NE, NE) 2.485 (0.290, 21.293) 0.3900 

   Interaction        0.1838 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 6 (3.6) NR (NE, NE) 88 5 (5.7) NR (NE, NE) 0.531 (0.162, 1.744) 0.2893 

   White 38 4 (10.5) NR (12.5, NE) 13 1 (7.7) NR (NE, NE) 0.995 (0.110, 9.013) 0.9961 

   Other 8 3 (37.5) 14.9 (5.1, NE) 2 0 (0.0) NR (NE, NE) 40784828.393 (0.000, 

NE) 

0.2994 

   Interaction        0.7563 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 6 (3.6) NR (NE, NE) 88 5 (5.7) NR (NE, NE) 0.531 (0.162, 1.744) 0.2893 

   Europe 32 3 (9.4) NR (12.5, NE) 13 1 (7.7) NR (NE, NE) 0.831 (0.084, 8.195) 0.8742 

   Other 15 4 (26.7) 16.6 (5.1, NE) 2 0 (0.0) NR (NE, NE) 34161018.540 (0.000, 

NE) 

0.3492 

   Interaction        0.8127 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) NR (16.6, NE) 19 0 (0.0) NR (NE, NE) 12252890.154 (0.000, 

NE) 

0.4427 

   1 164 10 (6.1) NR (NE, NE) 84 6 (7.1) NR (NE, NE) 0.666 (0.239, 1.851) 0.4353 

   Interaction        0.9903 

 

Smoking Status         

   Current or Former 154 10 (6.5) NR (NE, NE) 66 6 (9.1) NR (NE, NE) 0.426 (0.149, 1.222) 0.1040 

   Never 60 3 (5.0) NR (NE, NE) 37 0 (0.0) NR (NE, NE) 18042524.279 (0.000, 

NE) 

0.2065 

   Interaction        0.9911 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 6 (4.8) NR (NE, NE) 62 3 (4.8) NR (NE, NE) 0.757 (0.188, 3.047) 0.6960 

   Squamous 89 7 (7.9) NR (NE, NE) 41 3 (7.3) NR (NE, NE) 0.611 (0.145, 2.575) 0.4967 

   Interaction        0.8223 

 

EGFR mutation at baseline         

   Wild type 143 7 (4.9) NR (NE, NE) 75 3 (4.0) NR (NE, NE) 0.846 (0.216, 3.316) 0.8116 

   Unknown 71 6 (8.5) NR (NE, NE) 28 3 (10.7) NR (3.0, NE) 0.499 (0.118, 2.099) 0.3322 

   Interaction        0.4781 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 4 (3.7) NR (NE, NE) 48 1 (2.1) NR (NE, NE) 1.329 (0.143, 12.317) 0.8002 

   Unknown 106 9 (8.5) NR (NE, NE) 55 5 (9.1) NR (NE, NE) 0.756 (0.253, 2.257) 0.6174 

   Interaction        0.7911 

 

Line of therapy         

   Second 180 11 (6.1) NR (NE, NE) 88 6 (6.8) NR (NE, NE) 0.642 (0.235, 1.757) 0.3877 

   Third 34 2 (5.9) NR (16.6, NE) 15 0 (0.0) NR (NE, NE) 14568580.331 (0.000, 

NE) 

0.5514 

   Interaction        0.9923 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (NE, NE) 8 1 (12.5) NR (3.0, NE) 0.676 (0.070, 6.554) 0.7261 

   Metastatic 181 10 (5.5) NR (NE, NE) 95 5 (5.3) NR (NE, NE) 0.677 (0.227, 2.022) 0.4850 

   Interaction        0.9539 

 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (2.8, NE) 9 1 (11.1) NR (0.7, NE) 0.461 (0.028, 7.636) 0.5797 

   No 201 12 (6.0) NR (NE, NE) 94 5 (5.3) NR (NE, NE) 0.760 (0.263, 2.194) 0.6116 

   Interaction        0.8186 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Dysphagia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 0 (0.0) NR (NE, NE) 18275214.393 (0.000, 

NE) 

0.4602 

   No 187 12 (6.4) NR (NE, NE) 87 6 (6.9) NR (NE, NE) 0.622 (0.231, 1.679) 0.3473 

   Interaction        0.9922 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 15 (10.8) NR (NE, NE) 65 7 (10.8) NR (6.9, NE) 0.757 (0.307, 1.867) 0.5444 

   Age >= 65 Years 75 12 (16.0) NR (13.2, NE) 38 5 (13.2) 6.9 (5.3, NE) 0.666 (0.226, 1.957) 0.4526 

   Interaction        0.8888 

 

Sex         

   Male 166 14 (8.4) NR (NE, NE) 76 9 (11.8) NR (5.3, NE) 0.442 (0.188, 1.042) 0.0557 

   Female 48 13 (27.1) NR (6.4, NE) 27 3 (11.1) NR (6.9, NE) 2.192 (0.624, 7.708) 0.2084 

   Interaction        0.0385 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 16 (9.5) NR (NE, NE) 88 7 (8.0) NR (NE, NE) 0.886 (0.361, 2.170) 0.7894 

   White 38 9 (23.7) NR (6.4, NE) 13 5 (38.5) 6.9 (0.8, NE) 0.470 (0.153, 1.444) 0.1717 

   Other 8 2 (25.0) NR (4.2, NE) 2 0 (0.0) NR (NE, NE) 36742681.672 (0.000, 

NE) 

0.4452 

   Interaction        0.7959 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 16 (9.6) NR (NE, NE) 88 7 (8.0) NR (NE, NE) 0.886 (0.361, 2.170) 0.7894 

   Europe 32 8 (25.0) NR (5.6, NE) 13 5 (38.5) 6.9 (0.8, NE) 0.616 (0.201, 1.887) 0.3821 

   Other 15 3 (20.0) NR (4.2, NE) 2 0 (0.0) NR (NE, NE) 11951142.520 (0.000, 

NE) 

0.4487 

   Interaction        0.8905 

 

ECOG performance-status score         

   0 50 5 (10.0) NR (13.9, NE) 19 1 (5.3) NR (NE, NE) 1.191 (0.137, 10.349) 0.8740 

   1 164 22 (13.4) NR (NE, NE) 84 11 (13.1) NR (5.4, NE) 0.735 (0.352, 1.535) 0.4078 

   Interaction        0.6884 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 16 (10.4) NR (NE, NE) 66 8 (12.1) NR (5.3, NE) 0.507 (0.212, 1.213) 0.1203 

   Never 60 11 (18.3) NR (9.1, NE) 37 4 (10.8) NR (6.9, NE) 1.387 (0.440, 4.376) 0.5746 

   Interaction        0.1904 

 

Histology         

   Non-squamous 125 16 (12.8) NR (NE, NE) 62 5 (8.1) NR (6.9, NE) 1.351 (0.494, 3.695) 0.5569 

   Squamous 89 11 (12.4) NR (13.9, NE) 41 7 (17.1) 5.3 (4.3, NE) 0.271 (0.093, 0.789) 0.0107 

   Interaction        0.0876 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 19 (13.3) NR (NE, NE) 75 6 (8.0) NR (6.9, NE) 1.269 (0.503, 3.198) 0.6138 

   Unknown 71 8 (11.3) NR (13.9, NE) 28 6 (21.4) 5.3 (3.0, NE) 0.229 (0.072, 0.726) 0.0064 

   Interaction        0.0326 

 

ALK rearrangement at baseline         

   Wild type 108 16 (14.8) NR (NE, NE) 48 2 (4.2) NR (4.3, NE) 2.443 (0.551, 10.831) 0.2240 

   Unknown 106 11 (10.4) NR (NE, NE) 55 10 (18.2) NR (5.4, NE) 0.433 (0.183, 1.022) 0.0495 

   Interaction        0.0724 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 24 (13.3) NR (NE, NE) 88 10 (11.4) NR (6.9, NE) 0.851 (0.404, 1.793) 0.6687 

   Third 34 3 (8.8) NR (7.7, NE) 15 2 (13.3) 6.9 (NE, NE) 0.253 (0.034, 1.898) 0.1513 

   Interaction        0.3687 

 

Disease Stage         

   Locally advanced 33 4 (12.1) NR (13.2, NE) 8 3 (37.5) 6.9 (0.7, NE) 0.113 (0.018, 0.697) 0.0050 

   Metastatic 181 23 (12.7) NR (NE, NE) 95 9 (9.5) NR (6.9, NE) 0.985 (0.452, 2.145) 0.9674 

   Interaction        0.0674 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Peripheral Neuropathy 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (0.7, NE) 9 1 (11.1) NR (0.8, NE) 1.995 (0.207, 19.238) 0.5513 

   No 201 24 (11.9) NR (NE, NE) 94 11 (11.7) NR (6.9, NE) 0.669 (0.324, 1.380) 0.2725 

   Interaction        0.3730 

 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 1 (6.3) 5.3 (NE, NE) 0.447 (0.027, 7.368) 0.5637 

   No 187 26 (13.9) NR (NE, NE) 87 11 (12.6) NR (6.9, NE) 0.751 (0.368, 1.532) 0.4285 

   Interaction        0.8617 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 10 (7.2) NR (38.7, NE) 65 28 (43.1) 2.1 (0.8, NE) 0.065 (0.029, 0.147) <0.0001 

   Age >= 65 Years 75 3 (4.0) NR (28.1, NE) 38 20 (52.6) 2.1 (0.8, 2.9) 0.026 (0.006, 0.115) <0.0001 

   Interaction        0.1982 

 

Sex         

   Male 166 9 (5.4) NR (NE, NE) 76 35 (46.1) 2.1 (1.0, 2.8) 0.048 (0.022, 0.107) <0.0001 

   Female 48 4 (8.3) 38.7 (23.9, NE) 27 13 (48.1) 2.8 (0.8, NE) 0.028 (0.004, 0.216) <0.0001 

   Interaction        0.4601 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 9 (5.4) NR (NE, NE) 88 42 (47.7) 1.4 (0.8, 2.2) 0.041 (0.018, 0.091) <0.0001 

   White 38 4 (10.5) 38.7 (23.9, NE) 13 5 (38.5) 6.9 (0.8, NE) 0.115 (0.022, 0.598) 0.0020 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.7, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.1295 

 

Region         

   China 167 9 (5.4) NR (NE, NE) 88 42 (47.7) 1.4 (0.8, 2.2) 0.041 (0.018, 0.091) <0.0001 

   Europe 32 2 (6.3) 38.7 (NE, NE) 13 5 (38.5) 6.9 (0.8, NE) 0.068 (0.008, 0.584) 0.0012 

   Other 15 2 (13.3) 23.9 (NE, NE) 2 1 (50.0) NR (0.7, NE) 0.101 (0.006, 1.684) 0.0510 

   Interaction        0.3553 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  23AUG2024 04:04  t-14-02-02-04-12-03-s-eff-tteqs-subgrp-c13-cl.rtf 

5531



Protocol BGB-A317-303 Page 46 of 71 
 

Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) NR (NE, NE) 19 10 (52.6) 0.8 (0.7, NE) 0.035 (0.007, 0.161) <0.0001 

   1 164 10 (6.1) NR (38.7, NE) 84 38 (45.2) 2.1 (1.4, 2.9) 0.049 (0.021, 0.112) <0.0001 

   Interaction        0.3912 

 

Smoking Status         

   Current or Former 154 10 (6.5) NR (38.7, NE) 66 32 (48.5) 1.4 (0.8, 2.8) 0.051 (0.023, 0.115) <0.0001 

   Never 60 3 (5.0) NR (23.9, NE) 37 16 (43.2) 2.2 (0.8, NE) 0.039 (0.009, 0.174) <0.0001 

   Interaction        0.9936 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 6 (4.8) NR (NE, NE) 62 28 (45.2) 2.1 (0.9, 6.9) 0.048 (0.018, 0.126) <0.0001 

   Squamous 89 7 (7.9) NR (28.1, NE) 41 20 (48.8) 1.4 (0.8, 2.9) 0.042 (0.014, 0.130) <0.0001 

   Interaction        0.7149 

 

EGFR mutation at baseline         

   Wild type 143 8 (5.6) NR (NE, NE) 75 33 (44.0) 2.2 (1.4, 6.9) 0.048 (0.019, 0.118) <0.0001 

   Unknown 71 5 (7.0) NR (28.1, NE) 28 15 (53.6) 0.8 (0.7, 2.9) 0.044 (0.014, 0.137) <0.0001 

   Interaction        0.7392 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 6 (5.6) NR (NE, NE) 48 19 (39.6) 2.8 (0.8, NE) 0.062 (0.021, 0.177) <0.0001 

   Unknown 106 7 (6.6) NR (28.1, NE) 55 29 (52.7) 2.1 (0.8, 2.8) 0.037 (0.013, 0.105) <0.0001 

   Interaction        0.9729 

 

Line of therapy         

   Second 180 10 (5.6) NR (NE, NE) 88 42 (47.7) 2.1 (0.8, 2.8) 0.048 (0.022, 0.104) <0.0001 

   Third 34 3 (8.8) NR (10.2, NE) 15 6 (40.0) 2.9 (0.7, NE) 0.037 (0.004, 0.313) <0.0001 

   Interaction        0.4150 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (NE, NE) 8 6 (75.0) 2.8 (0.8, NE) 0.021 (0.002, 0.185) <0.0001 

   Metastatic 181 12 (6.6) NR (NE, NE) 95 42 (44.2) 2.1 (0.8, 6.9) 0.056 (0.026, 0.118) <0.0001 

   Interaction        0.4160 

 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 9 1 (11.1) NR (0.8, NE) 0.667 (0.042, 10.679) 0.7735 

   No 201 12 (6.0) NR (NE, NE) 94 47 (50.0) 1.4 (0.8, 2.8) 0.039 (0.018, 0.084) <0.0001 

   Interaction        0.1237 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Alopecia 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 5 (31.3) NR (0.7, NE) 0.101 (0.012, 0.862) 0.0096 

   No 187 12 (6.4) NR (NE, NE) 87 43 (49.4) 2.1 (0.8, 2.8) 0.044 (0.021, 0.093) <0.0001 

   Interaction        0.8526 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 15 (10.8) NR (31.3, NE) 65 6 (9.2) NR (NE, NE) 0.796 (0.303, 2.091) 0.6402 

   Age >= 65 Years 75 12 (16.0) NR (17.6, NE) 38 2 (5.3) NR (6.9, NE) 2.254 (0.498, 10.200) 0.2773 

   Interaction        0.2848 

 

Sex         

   Male 166 21 (12.7) NR (NE, NE) 76 4 (5.3) NR (NE, NE) 1.643 (0.558, 4.839) 0.3619 

   Female 48 6 (12.5) NR (16.6, NE) 27 4 (14.8) NR (4.9, NE) 0.665 (0.184, 2.399) 0.5303 

   Interaction        0.2976 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 18 (10.7) NR (NE, NE) 88 5 (5.7) NR (NE, NE) 1.339 (0.492, 3.649) 0.5654 

   White 38 5 (13.2) NR (16.6, NE) 13 3 (23.1) 6.9 (4.9, NE) 0.401 (0.089, 1.804) 0.2138 

   Other 8 4 (50.0) 3.5 (1.4, NE) 2 0 (0.0) NR (NE, NE) 41068569.316 (0.000, 

NE) 

0.2243 

   Interaction        0.4723 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 18 (10.8) NR (NE, NE) 88 5 (5.7) NR (NE, NE) 1.339 (0.492, 3.649) 0.5654 

   Europe 32 4 (12.5) NR (16.6, NE) 13 3 (23.1) 6.9 (4.9, NE) 0.364 (0.073, 1.819) 0.1944 

   Other 15 5 (33.3) NR (2.8, NE) 2 0 (0.0) NR (NE, NE) 11577676.372 (0.000, 

NE) 

0.3499 

   Interaction        0.4908 

 

ECOG performance-status score         

   0 50 7 (14.0) NR (31.3, NE) 19 1 (5.3) NR (NE, NE) 1.695 (0.208, 13.813) 0.6182 

   1 164 20 (12.2) NR (NE, NE) 84 7 (8.3) NR (6.9, NE) 1.075 (0.449, 2.577) 0.8718 

   Interaction        0.6752 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 22 (14.3) NR (31.3, NE) 66 5 (7.6) NR (NE, NE) 1.255 (0.468, 3.361) 0.6495 

   Never 60 5 (8.3) NR (NE, NE) 37 3 (8.1) NR (4.9, NE) 0.860 (0.205, 3.606) 0.8364 

   Interaction        0.6108 

 

Histology         

   Non-squamous 125 13 (10.4) NR (NE, NE) 62 4 (6.5) NR (NE, NE) 1.300 (0.422, 4.003) 0.6469 

   Squamous 89 14 (15.7) NR (16.6, NE) 41 4 (9.8) NR (3.7, NE) 0.817 (0.252, 2.651) 0.7318 

   Interaction        0.7516 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 19 (13.3) NR (NE, NE) 75 6 (8.0) NR (NE, NE) 1.273 (0.505, 3.210) 0.6099 

   Unknown 71 8 (11.3) NR (13.1, NE) 28 2 (7.1) NR (3.7, NE) 0.755 (0.148, 3.850) 0.7348 

   Interaction        0.7625 

 

ALK rearrangement at baseline         

   Wild type 108 16 (14.8) NR (NE, NE) 48 4 (8.3) NR (NE, NE) 1.270 (0.417, 3.869) 0.6782 

   Unknown 106 11 (10.4) NR (17.6, NE) 55 4 (7.3) NR (6.9, NE) 1.116 (0.354, 3.516) 0.8508 

   Interaction        0.8987 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 17 (9.4) NR (NE, NE) 88 7 (8.0) NR (NE, NE) 0.880 (0.362, 2.141) 0.7789 

   Third 34 10 (29.4) 17.6 (3.5, NE) 15 1 (6.7) 6.9 (NE, NE) 2.442 (0.300, 19.867) 0.3899 

   Interaction        0.3063 

 

Disease Stage         

   Locally advanced 33 5 (15.2) 13.5 (13.1, NE) 8 2 (25.0) 4.9 (3.7, NE) 0.317 (0.052, 1.914) 0.1863 

   Metastatic 181 22 (12.2) NR (NE, NE) 95 6 (6.3) NR (NE, NE) 1.425 (0.573, 3.539) 0.4434 

   Interaction        0.3120 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Chest 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) 31.3 (2.8, NE) 9 1 (11.1) NR (0.7, NE) 0.461 (0.028, 7.636) 0.5797 

   No 201 25 (12.4) NR (NE, NE) 94 7 (7.4) NR (NE, NE) 1.212 (0.519, 2.827) 0.6594 

   Interaction        0.8695 

 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 0.594 (0.037, 9.522) 0.7099 

   No 187 26 (13.9) NR (NE, NE) 87 7 (8.0) NR (NE, NE) 1.197 (0.516, 2.778) 0.6754 

   Interaction        0.5606 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 28 (20.1) NR (NE, NE) 65 3 (4.6) NR (NE, NE) 3.828 (1.162, 12.611) 0.0174 

   Age >= 65 Years 75 14 (18.7) NR (24.5, NE) 38 5 (13.2) 6.9 (6.2, NE) 0.848 (0.296, 2.429) 0.7496 

   Interaction        0.1086 

 

Sex         

   Male 166 32 (19.3) NR (NE, NE) 76 5 (6.6) NR (NE, NE) 2.314 (0.898, 5.966) 0.0734 

   Female 48 10 (20.8) NR (9.9, NE) 27 3 (11.1) NR (6.2, NE) 1.447 (0.393, 5.328) 0.5765 

   Interaction        0.7299 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 28 (16.7) NR (NE, NE) 88 5 (5.7) NR (NE, NE) 2.553 (0.983, 6.628) 0.0458 

   White 38 11 (28.9) 13.8 (6.2, NE) 13 2 (15.4) NR (4.1, NE) 1.182 (0.249, 5.612) 0.8365 

   Other 8 3 (37.5) 5.6 (2.8, NE) 2 1 (50.0) 6.2 (NE, NE) 1.589 (0.159, 15.930) 0.6913 

   Interaction        0.6978 

 

Region         

   China 167 28 (16.8) NR (NE, NE) 88 5 (5.7) NR (NE, NE) 2.553 (0.983, 6.628) 0.0458 

   Europe 32 10 (31.3) 9.9 (4.2, NE) 13 2 (15.4) NR (4.1, NE) 1.330 (0.274, 6.451) 0.7262 

   Other 15 4 (26.7) 6.5 (2.8, NE) 2 1 (50.0) 6.2 (NE, NE) 0.530 (0.055, 5.112) 0.5764 

   Interaction        0.4759 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 15 (30.0) NR (5.6, NE) 19 1 (5.3) NR (6.2, NE) 4.243 (0.559, 32.196) 0.1282 

   1 164 27 (16.5) NR (NE, NE) 84 7 (8.3) NR (NE, NE) 1.613 (0.698, 3.728) 0.2597 

   Interaction        0.3615 

 

Smoking Status         

   Current or Former 154 29 (18.8) NR (24.5, NE) 66 5 (7.6) NR (NE, NE) 1.901 (0.732, 4.938) 0.1794 

   Never 60 13 (21.7) NR (9.9, NE) 37 3 (8.1) NR (6.2, NE) 2.227 (0.630, 7.878) 0.2066 

   Interaction        0.7721 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  23AUG2024 04:04  t-14-02-02-04-12-03-s-eff-tteqs-subgrp-c13-cl.rtf 

5546



Protocol BGB-A317-303 Page 61 of 71 
 

Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 25 (20.0) NR (NE, NE) 62 4 (6.5) NR (6.9, NE) 2.696 (0.936, 7.768) 0.0561 

   Squamous 89 17 (19.1) NR (24.5, NE) 41 4 (9.8) NR (NE, NE) 1.300 (0.429, 3.937) 0.6446 

   Interaction        0.3874 

 

EGFR mutation at baseline         

   Wild type 143 29 (20.3) NR (NE, NE) 75 5 (6.7) NR (6.9, NE) 2.583 (0.996, 6.700) 0.0429 

   Unknown 71 13 (18.3) NR (24.5, NE) 28 3 (10.7) NR (3.1, NE) 1.086 (0.304, 3.882) 0.9044 

   Interaction        0.3246 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 23 (21.3) NR (NE, NE) 48 2 (4.2) NR (NE, NE) 4.156 (0.973, 17.752) 0.0364 

   Unknown 106 19 (17.9) NR (24.5, NE) 55 6 (10.9) NR (6.9, NE) 1.403 (0.559, 3.522) 0.4716 

   Interaction        0.2820 

 

Line of therapy         

   Second 180 31 (17.2) NR (NE, NE) 88 7 (8.0) NR (NE, NE) 1.766 (0.774, 4.026) 0.1703 

   Third 34 11 (32.4) 24.5 (4.2, NE) 15 1 (6.7) 6.9 (NE, NE) 3.132 (0.395, 24.870) 0.2562 

   Interaction        0.5817 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 7 (21.2) NR (NE, NE) 8 1 (12.5) NR (4.1, NE) 1.925 (0.237, 15.657) 0.5371 

   Metastatic 181 35 (19.3) NR (24.5, NE) 95 7 (7.4) NR (NE, NE) 1.991 (0.879, 4.508) 0.0921 

   Interaction        0.8226 

 

Brain metastases at baseline         

   Yes 13 4 (30.8) NR (0.7, NE) 9 0 (0.0) NR (NE, NE) 59111362.812 (0.000, 

NE) 

0.0943 

   No 201 38 (18.9) NR (NE, NE) 94 8 (8.5) NR (NE, NE) 1.720 (0.798, 3.709) 0.1624 

   Interaction        0.9853 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Arm or Shoulder 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (4.2, NE) 16 1 (6.3) NR (3.1, NE) 0.671 (0.042, 10.771) 0.7766 

   No 187 41 (21.9) NR (24.5, NE) 87 7 (8.0) NR (NE, NE) 2.154 (0.962, 4.822) 0.0559 

   Interaction        0.3853 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  23AUG2024 04:04  t-14-02-02-04-12-03-s-eff-tteqs-subgrp-c13-cl.rtf 

5550



Protocol BGB-A317-303 Page 65 of 71 
 

Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 22 (15.8) NR (NE, NE) 65 7 (10.8) 25.0 (12.5, NE) 1.088 (0.462, 2.563) 0.8460 

   Age >= 65 Years 75 14 (18.7) NR (19.2, NE) 38 4 (10.5) NR (7.6, NE) 1.081 (0.348, 3.362) 0.8920 

   Interaction        0.8952 

 

Sex         

   Male 166 23 (13.9) NR (NE, NE) 76 7 (9.2) NR (12.5, NE) 0.980 (0.415, 2.317) 0.9678 

   Female 48 13 (27.1) 19.5 (5.6, NE) 27 4 (14.8) 25.0 (7.6, NE) 1.730 (0.561, 5.333) 0.3384 

   Interaction        0.3568 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 25 (14.9) NR (NE, NE) 88 8 (9.1) NR (12.5, NE) 1.173 (0.524, 2.628) 0.6963 

   White 38 9 (23.7) 19.5 (5.6, NE) 13 2 (15.4) 25.0 (7.6, NE) 1.669 (0.351, 7.943) 0.5187 

   Other 8 2 (25.0) NR (0.8, NE) 2 1 (50.0) NR (1.4, NE) 0.523 (0.047, 5.775) 0.5905 

   Interaction        0.8318 

 

Region         

   China 167 25 (15.0) NR (NE, NE) 88 8 (9.1) NR (12.5, NE) 1.173 (0.524, 2.628) 0.6963 

   Europe 32 7 (21.9) 19.5 (5.6, NE) 13 2 (15.4) 25.0 (7.6, NE) 1.500 (0.303, 7.423) 0.6165 

   Other 15 4 (26.7) NR (2.9, NE) 2 1 (50.0) NR (1.4, NE) 0.620 (0.068, 5.635) 0.6680 

   Interaction        0.9164 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 8 (16.0) NR (19.5, NE) 19 1 (5.3) NR (NE, NE) 1.750 (0.217, 14.113) 0.5944 

   1 164 28 (17.1) NR (21.6, NE) 84 10 (11.9) 25.0 (12.5, NE) 1.042 (0.502, 2.165) 0.9106 

   Interaction        0.5840 

 

Smoking Status         

   Current or Former 154 25 (16.2) NR (22.8, NE) 66 7 (10.6) 12.5 (12.5, NE) 0.977 (0.416, 2.298) 0.9616 

   Never 60 11 (18.3) NR (19.2, NE) 37 4 (10.8) 25.0 (7.6, NE) 1.359 (0.432, 4.278) 0.6023 

   Interaction        0.5606 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 22 (17.6) NR (22.8, NE) 62 6 (9.7) 25.0 (12.5, NE) 1.461 (0.591, 3.616) 0.4069 

   Squamous 89 14 (15.7) NR (21.6, NE) 41 5 (12.2) NR (NE, NE) 0.634 (0.216, 1.865) 0.4036 

   Interaction        0.2746 

 

EGFR mutation at baseline         

   Wild type 143 24 (16.8) NR (22.8, NE) 75 8 (10.7) 25.0 (12.5, NE) 1.185 (0.530, 2.653) 0.6789 

   Unknown 71 12 (16.9) NR (11.8, NE) 28 3 (10.7) NR (NE, NE) 0.809 (0.218, 3.007) 0.7507 

   Interaction        0.6508 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 19 (17.6) NR (22.8, NE) 48 5 (10.4) NR (NE, NE) 1.030 (0.373, 2.841) 0.9533 

   Unknown 106 17 (16.0) NR (21.6, NE) 55 6 (10.9) 25.0 (12.5, NE) 1.260 (0.496, 3.198) 0.6285 

   Interaction        0.6455 

 

Line of therapy         

   Second 180 29 (16.1) NR (NE, NE) 88 10 (11.4) 25.0 (12.5, NE) 1.031 (0.500, 2.128) 0.9313 

   Third 34 7 (20.6) 21.6 (11.8, NE) 15 1 (6.7) 7.6 (NE, NE) 1.364 (0.155, 11.977) 0.7788 

   Interaction        0.6631 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (NE, NE) 8 1 (12.5) 25.0 (NE, NE) 0.762 (0.079, 7.329) 0.8137 

   Metastatic 181 33 (18.2) NR (21.6, NE) 95 10 (10.5) NR (12.5, NE) 1.160 (0.567, 2.372) 0.6822 

   Interaction        0.6609 

 

Brain metastases at baseline         

   Yes 13 3 (23.1) 22.8 (2.1, NE) 9 1 (11.1) NR (0.7, NE) 1.781 (0.180, 17.655) 0.6172 

   No 201 33 (16.4) NR (NE, NE) 94 10 (10.6) 25.0 (12.5, NE) 1.072 (0.524, 2.193) 0.8516 

   Interaction        0.6741 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.12.3.s: 

Analyses of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: Pain in Other Parts 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 27 1 (3.7) NR (NE, NE) 16 2 (12.5) NR (1.6, NE) 0.367 (0.033, 4.055) 0.3941 

   No 187 35 (18.7) NR (22.8, NE) 87 9 (10.3) 25.0 (12.5, NE) 1.252 (0.599, 2.618) 0.5475 

   Interaction        0.1830 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.2.2.4.12.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 166, events = 14, Median: NR, 95% CI: NE - NE
Docetaxel: n = 76, events = 9, Median: NR, 95% CI: 5.3 - NE

HR (95% CI): 0.442 (0.188, 1.042)
Log-rank test p-value: 0.0557

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.12.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Sex: Female

Outcome: Peripheral Neuropathy
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T islelizumab: n = 48, events = 13, Median: NR, 95% CI: 6.4 - NE
Docetaxel: n = 27, events = 3, Median: NR, 95% CI: 6.9 - NE

HR (95% CI): 2.192 (0.624, 7.708)
Log-rank test p-value: 0.2084

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.12.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

EGFR mutation at baseline: Wild type

Outcome: Peripheral Neuropathy
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T islelizumab: n = 143, events = 19, Median: NR, 95% CI: NE - NE
Docetaxel: n = 75, events = 6, Median: NR, 95% CI: 6.9 - NE

HR (95% CI): 1.269 (0.503, 3.198)
Log-rank test p-value: 0.6138

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.2.2.4.12.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EORTC QLQ-LC13 - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

EGFR mutation at baseline: Unknown
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T islelizumab: n = 71, events = 8, Median: NR, 95% CI: 13.9 - NE
Docetaxel: n = 28, events = 6, Median: 5.3, 95% CI: 3.0 - NE

HR (95% CI): 0.229 (0.072, 0.726)
Log-rank test p-value: 0.0064

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of QLQ-LC13 is defined as the >= 10 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Baseline       

n 165  69  234  

Mean (SD) 79.7 (12.96)  78.4 (14.15)  79.3 (13.30)  

Median 80.0  80.0  80.0  

Q1, Q3 70.0, 90.0  70.0, 90.0  70.0, 90.0  

Min, Max 40, 100  50, 100  40, 100  

 

Cycle 2       

n 152 152 57 57 209 209 

Mean (SD) 78.0 (15.13) -1.9 (11.17) 81.1 (12.14) 2.2 (9.16) 78.9 (14.42) -0.8 (10.79) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -5.0, 2.0 75.0, 90.0 0.0, 5.0 70.0, 90.0 -5.0, 5.0 

Min, Max 5, 100 -65, 30 50, 100 -20, 30 5, 100 -65, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 3       

n 136 136 48 48 184 184 

Mean (SD) 79.4 (14.19) -0.9 (10.90) 79.5 (12.05) 2.0 (10.85) 79.4 (13.63) -0.2 (10.94) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -5.0, 5.0 73.0, 90.0 -3.0, 10.0 70.0, 90.0 -5.0, 5.0 

Min, Max 0, 100 -70, 30 50, 100 -30, 30 0, 100 -70, 30 

 

Cycle 4       

n 105 105 29 29 134 134 

Mean (SD) 78.6 (15.24) -2.1 (10.87) 82.6 (12.42) 3.6 (12.14) 79.5 (14.73) -0.9 (11.35) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -5.0, 1.0 75.0, 95.0 -3.0, 10.0 70.0, 90.0 -5.0, 5.0 

Min, Max 30, 100 -55, 25 50, 100 -15, 40 30, 100 -55, 40 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 5       

n 98 98 25 25 123 123 

Mean (SD) 80.5 (13.81) -0.7 (8.59) 82.6 (7.66) 4.3 (11.25) 80.9 (12.81) 0.3 (9.37) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 93.0 -5.0, 5.0 80.0, 90.0 -1.0, 10.0 75.0, 90.0 -5.0, 5.0 

Min, Max 40, 100 -30, 20 65, 100 -13, 40 40, 100 -30, 40 

 

Cycle 6       

n 88 88 23 23 111 111 

Mean (SD) 79.5 (14.30) -2.0 (10.86) 80.7 (7.82) 3.7 (11.58) 79.7 (13.20) -0.8 (11.20) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 74.0, 90.0 -4.0, 10.0 70.0, 90.0 -5.0, 5.0 

Min, Max 30, 100 -40, 20 70, 95 -10, 40 30, 100 -40, 40 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 7       

n 76 76 14 14 90 90 

Mean (SD) 80.7 (13.63) -0.9 (10.00) 80.5 (13.16) 4.7 (15.40) 80.7 (13.49) 0.0 (11.09) 

Median 80.0 0.0 79.5 2.0 80.0 0.0 

Q1, Q3 70.0, 92.5 -5.0, 5.0 70.0, 90.0 -10.0, 5.0 70.0, 92.0 -5.0, 5.0 

Min, Max 35, 100 -40, 20 60, 100 -10, 40 35, 100 -40, 40 

 

Cycle 8       

n 72 72 12 12 84 84 

Mean (SD) 80.4 (14.31) -0.8 (10.54) 77.6 (13.85) 1.7 (14.85) 80.0 (14.20) -0.5 (11.18) 

Median 80.0 0.0 77.5 0.0 80.0 0.0 

Q1, Q3 70.0, 93.5 -5.0, 5.0 70.5, 90.0 -6.0, 7.5 70.0, 93.0 -5.0, 5.0 

Min, Max 45, 100 -40, 20 50, 95 -25, 30 45, 100 -40, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 9       

n 64 64 11 11 75 75 

Mean (SD) 82.0 (13.15) -0.1 (9.74) 80.7 (17.03) 4.3 (19.40) 81.8 (13.66) 0.5 (11.58) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 72.5, 94.5 -5.0, 5.0 74.0, 95.0 -6.0, 20.0 74.0, 95.0 -5.0, 5.0 

Min, Max 45, 100 -30, 20 45, 100 -30, 40 45, 100 -30, 40 

 

Cycle 10       

n 56 56 11 11 67 67 

Mean (SD) 82.8 (12.92) 0.2 (10.34) 74.2 (16.60) -2.3 (20.43) 81.4 (13.83) -0.2 (12.38) 

Median 85.0 0.0 78.0 -2.0 80.0 0.0 

Q1, Q3 72.5, 95.0 -5.0, 5.0 55.0, 90.0 -15.0, 10.0 70.0, 95.0 -5.0, 5.0 

Min, Max 45, 100 -30, 30 50, 90 -32, 40 45, 100 -32, 40 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 11       

n 55 55 11 11 66 66 

Mean (SD) 84.0 (11.44) 1.3 (10.11) 76.4 (17.04) -0.1 (19.43) 82.7 (12.71) 1.1 (11.97) 

Median 90.0 0.0 80.0 -5.0 85.0 0.0 

Q1, Q3 75.0, 95.0 -5.0, 5.0 60.0, 90.0 -15.0, 20.0 75.0, 94.0 -5.0, 5.0 

Min, Max 50, 100 -20, 35 50, 100 -24, 40 50, 100 -24, 40 

 

Cycle 12       

n 50 50 10 10 60 60 

Mean (SD) 82.2 (13.10) 0.1 (9.13) 81.0 (12.87) 3.9 (18.27) 82.0 (12.96) 0.8 (11.05) 

Median 84.0 0.0 82.5 -2.0 84.0 0.0 

Q1, Q3 70.0, 95.0 -10.0, 5.0 70.0, 90.0 -10.0, 20.0 70.0, 95.0 -10.0, 5.0 

Min, Max 50, 100 -15, 20 65, 100 -17, 40 50, 100 -17, 40 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 13       

n 44 44 7 7 51 51 

Mean (SD) 80.2 (14.31) -1.8 (9.48) 75.0 (13.23) -1.6 (18.38) 79.5 (14.16) -1.8 (10.85) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 70.0, 85.0 -12.0, 0.0 70.0, 90.0 -10.0, 5.0 

Min, Max 40, 100 -20, 20 50, 90 -24, 35 40, 100 -24, 35 

 

Cycle 14       

n 44 44 7 7 51 51 

Mean (SD) 80.7 (13.61) -1.3 (9.93) 79.0 (13.67) 2.4 (18.38) 80.5 (13.50) -0.8 (11.27) 

Median 80.0 0.0 78.0 -2.0 80.0 0.0 

Q1, Q3 71.0, 90.0 -10.0, 5.0 70.0, 90.0 -12.0, 20.0 70.0, 90.0 -10.0, 5.0 

Min, Max 45, 100 -20, 30 60, 100 -14, 35 45, 100 -20, 35 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 15       

n 42 42 7 7 49 49 

Mean (SD) 81.2 (12.38) -0.7 (11.46) 77.6 (18.20) 1.0 (22.66) 80.7 (13.19) -0.4 (13.29) 

Median 80.0 0.0 78.0 -2.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 70.0, 90.0 -12.0, 20.0 70.0, 90.0 -10.0, 5.0 

Min, Max 45, 100 -15, 35 45, 100 -29, 40 45, 100 -29, 40 

 

Cycle 16       

n 39 39 7 7 46 46 

Mean (SD) 79.9 (15.13) -1.8 (11.24) 81.4 (12.49) 4.9 (18.82) 80.2 (14.64) -0.8 (12.64) 

Median 82.0 0.0 80.0 0.0 81.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 70.0, 90.0 -7.0, 20.0 70.0, 90.0 -10.0, 5.0 

Min, Max 35, 100 -30, 30 65, 100 -15, 40 35, 100 -30, 40 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 17       

n 39 39 7 7 46 46 

Mean (SD) 80.3 (13.32) -1.4 (10.27) 77.1 (20.79) 0.6 (25.72) 79.8 (14.45) -1.1 (13.34) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 65.0, 95.0 -17.0, 20.0 70.0, 90.0 -10.0, 5.0 

Min, Max 50, 100 -15, 35 40, 100 -34, 45 40, 100 -34, 45 

 

Cycle 18       

n 39 39 7 7 46 46 

Mean (SD) 80.3 (14.25) -1.5 (10.34) 81.4 (13.45) 4.9 (20.23) 80.5 (13.99) -0.5 (12.25) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 70.0, 90.0 -10.0, 20.0 70.0, 90.0 -10.0, 5.0 

Min, Max 40, 100 -22, 35 60, 100 -22, 40 40, 100 -22, 40 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 19       

n 37 37 7 7 44 44 

Mean (SD) 79.3 (13.85) -2.1 (12.79) 80.0 (14.14) 3.4 (19.82) 79.4 (13.73) -1.3 (14.00) 

Median 80.0 0.0 80.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 5.0 70.0, 90.0 -12.0, 20.0 70.0, 90.0 -10.0, 5.0 

Min, Max 45, 100 -30, 35 60, 100 -14, 40 45, 100 -30, 40 

 

Cycle 20       

n 35 35 7 7 42 42 

Mean (SD) 82.1 (12.39) 0.1 (14.40) 82.9 (10.65) 6.3 (17.58) 82.2 (12.00) 1.2 (14.92) 

Median 80.0 0.0 78.0 0.0 80.0 0.0 

Q1, Q3 75.0, 95.0 -10.0, 5.0 75.0, 90.0 -5.0, 20.0 75.0, 90.0 -5.0, 5.0 

Min, Max 50, 100 -25, 55 70, 100 -10, 40 50, 100 -25, 55 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 21       

n 34 34 7 7 41 41 

Mean (SD) 81.2 (11.98) -1.9 (10.61) 82.9 (11.85) 6.3 (18.90) 81.5 (11.83) -0.5 (12.49) 

Median 80.0 0.0 85.0 0.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 1.0 75.0, 90.0 -7.0, 20.0 75.0, 90.0 -10.0, 5.0 

Min, Max 50, 100 -25, 30 65, 100 -15, 40 50, 100 -25, 40 

 

Cycle 22       

n 34 34 4 4 38 38 

Mean (SD) 80.6 (12.39) -2.4 (13.28) 83.8 (14.93) 0.8 (14.45) 81.0 (12.49) -2.1 (13.24) 

Median 80.0 0.0 85.0 -1.0 80.0 0.0 

Q1, Q3 70.0, 90.0 -10.0, 1.0 72.5, 95.0 -8.5, 10.0 70.0, 90.0 -10.0, 1.0 

Min, Max 50, 100 -40, 35 65, 100 -15, 20 50, 100 -40, 35 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 23       

n 30 30 4 4 34 34 

Mean (SD) 81.7 (12.68) -1.3 (13.47) 82.5 (9.57) -0.5 (8.23) 81.8 (12.23) -1.2 (12.87) 

Median 82.5 0.0 85.0 -1.0 82.5 0.0 

Q1, Q3 75.0, 90.0 -10.0, 5.0 75.0, 90.0 -6.0, 5.0 75.0, 90.0 -10.0, 5.0 

Min, Max 50, 100 -45, 35 70, 90 -10, 10 50, 100 -45, 35 

 

Cycle 24       

n 29 29 4 4 33 33 

Mean (SD) 81.0 (12.39) -1.4 (13.30) 83.8 (13.77) 0.8 (13.74) 81.3 (12.37) -1.2 (13.15) 

Median 85.0 0.0 82.5 -2.5 85.0 0.0 

Q1, Q3 75.0, 90.0 -5.0, 5.0 72.5, 95.0 -8.5, 10.0 75.0, 90.0 -5.0, 5.0 

Min, Max 50, 98 -45, 30 70, 100 -12, 20 50, 100 -45, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 25       

n 27 27 4 4 31 31 

Mean (SD) 83.0 (11.18) 0.9 (10.32) 81.3 (16.52) -1.8 (15.88) 82.7 (11.66) 0.6 (10.88) 

Median 85.0 0.0 80.0 -6.0 85.0 0.0 

Q1, Q3 80.0, 90.0 -5.0, 8.0 67.5, 95.0 -13.5, 10.0 75.0, 90.0 -5.0, 8.0 

Min, Max 50, 98 -15, 30 65, 100 -15, 20 50, 100 -15, 30 

 

Cycle 26       

n 26 26 4 4 30 30 

Mean (SD) 82.4 (12.32) -0.1 (10.66) 83.8 (13.15) 0.8 (12.34) 82.6 (12.21) 0.0 (10.66) 

Median 89.0 0.0 87.5 1.5 89.0 0.0 

Q1, Q3 70.0, 90.0 -7.0, 5.0 75.0, 92.5 -7.5, 9.0 70.0, 90.0 -7.0, 5.0 

Min, Max 50, 98 -20, 30 65, 95 -15, 15 50, 98 -20, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 27       

n 26 26 4 4 30 30 

Mean (SD) 82.7 (11.53) 0.2 (10.66) 80.0 (17.80) -3.0 (17.11) 82.3 (12.17) -0.3 (11.37) 

Median 85.0 0.0 77.5 -7.5 85.0 0.0 

Q1, Q3 75.0, 90.0 -10.0, 5.0 65.0, 95.0 -16.0, 10.0 75.0, 90.0 -10.0, 5.0 

Min, Max 50, 98 -15, 35 65, 100 -17, 20 50, 100 -17, 35 

 

Cycle 28       

n 26 26 4 4 30 30 

Mean (SD) 82.6 (12.16) 0.1 (10.75) 78.8 (13.15) -4.3 (11.50) 82.1 (12.13) -0.5 (10.75) 

Median 87.5 0.0 80.0 -6.0 87.5 0.0 

Q1, Q3 70.0, 90.0 -5.0, 5.0 67.5, 90.0 -13.5, 5.0 70.0, 90.0 -5.0, 5.0 

Min, Max 50, 98 -15, 35 65, 90 -15, 10 50, 98 -15, 35 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 29       

n 24 24 4 4 28 28 

Mean (SD) 81.4 (12.82) -1.3 (11.37) 78.8 (13.15) -4.3 (11.50) 81.0 (12.66) -1.7 (11.22) 

Median 82.5 -2.5 80.0 -6.0 82.5 -2.5 

Q1, Q3 70.0, 92.5 -10.0, 3.0 67.5, 90.0 -13.5, 5.0 70.0, 90.0 -10.0, 3.0 

Min, Max 50, 98 -15, 35 65, 90 -15, 10 50, 98 -15, 35 

 

Cycle 30       

n 21 21 4 4 25 25 

Mean (SD) 83.3 (12.90) 1.1 (10.75) 78.8 (13.15) -4.3 (11.50) 82.6 (12.77) 0.3 (10.81) 

Median 90.0 0.0 80.0 -6.0 90.0 0.0 

Q1, Q3 70.0, 95.0 -5.0, 5.0 67.5, 90.0 -13.5, 5.0 70.0, 90.0 -5.0, 5.0 

Min, Max 50, 98 -15, 35 65, 90 -15, 10 50, 98 -15, 35 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 31       

n 20 20 4 4 24 24 

Mean (SD) 83.3 (12.98) 1.5 (10.94) 80.0 (11.55) -3.0 (10.13) 82.7 (12.57) 0.8 (10.73) 

Median 87.5 0.0 80.0 -5.0 87.5 0.0 

Q1, Q3 72.5, 95.0 -5.0, 6.5 70.0, 90.0 -11.0, 5.0 70.0, 92.5 -7.5, 6.5 

Min, Max 50, 98 -15, 35 70, 90 -12, 10 50, 98 -15, 35 

 

Cycle 32       

n 19 19 4 4 23 23 

Mean (SD) 82.9 (13.83) 0.6 (12.12) 78.8 (13.15) -4.3 (11.79) 82.2 (13.51) -0.3 (11.94) 

Median 90.0 0.0 80.0 -5.0 90.0 0.0 

Q1, Q3 70.0, 95.0 -10.0, 5.0 67.5, 90.0 -13.5, 5.0 70.0, 95.0 -10.0, 5.0 

Min, Max 50, 96 -20, 35 65, 90 -17, 10 50, 96 -20, 35 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 33       

n 17 17 4 4 21 21 

Mean (SD) 84.8 (11.17) 1.5 (11.85) 80.0 (14.14) -3.0 (13.52) 83.9 (11.55) 0.7 (11.96) 

Median 90.0 0.0 85.0 0.0 90.0 0.0 

Q1, Q3 75.0, 95.0 -5.0, 6.0 70.0, 90.0 -11.0, 5.0 75.0, 95.0 -5.0, 6.0 

Min, Max 65, 96 -15, 35 60, 90 -22, 10 60, 96 -22, 35 

 

Cycle 34       

n 17 17 2 2 19 19 

Mean (SD) 84.3 (10.99) 1.1 (12.43) 75.0 (21.21) -6.0 (22.63) 83.3 (11.87) 0.3 (13.06) 

Median 85.0 0.0 75.0 -6.0 85.0 0.0 

Q1, Q3 75.0, 95.0 -10.0, 6.0 60.0, 90.0 -22.0, 10.0 70.0, 95.0 -10.0, 10.0 

Min, Max 65, 97 -15, 35 60, 90 -22, 10 60, 97 -22, 35 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 35       

n 15 15 2 2 17 17 

Mean (SD) 85.1 (10.66) 2.5 (12.09) 75.0 (21.21) -6.0 (22.63) 83.9 (11.79) 1.5 (12.95) 

Median 90.0 0.0 75.0 -6.0 90.0 0.0 

Q1, Q3 75.0, 95.0 -10.0, 10.0 60.0, 90.0 -22.0, 10.0 75.0, 95.0 -10.0, 10.0 

Min, Max 70, 96 -10, 35 60, 90 -22, 10 60, 96 -22, 35 

 

Cycle 36       

n 15 15 2 2 17 17 

Mean (SD) 84.8 (11.23) 2.1 (12.52) 77.5 (17.68) -3.5 (19.09) 83.9 (11.65) 1.5 (12.78) 

Median 90.0 0.0 77.5 -3.5 90.0 0.0 

Q1, Q3 75.0, 95.0 -10.0, 10.0 65.0, 90.0 -17.0, 10.0 75.0, 95.0 -10.0, 10.0 

Min, Max 65, 96 -15, 35 65, 90 -17, 10 65, 96 -17, 35 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-13-01-qs-chg-vas-pdql-cl.rtf 

5579



Protocol BGB-A317-303 Page 19 of 39 
 

Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 37       

n 15 15 2 2 17 17 

Mean (SD) 85.0 (11.92) 2.3 (12.85) 88.0 (2.83) 7.0 (4.24) 85.4 (11.21) 2.9 (12.16) 

Median 90.0 0.0 88.0 7.0 90.0 2.0 

Q1, Q3 70.0, 95.0 -10.0, 10.0 86.0, 90.0 4.0, 10.0 75.0, 95.0 0.0, 10.0 

Min, Max 65, 98 -15, 35 86, 90 4, 10 65, 98 -15, 35 

 

Cycle 38       

n 15 15 2 2 17 17 

Mean (SD) 84.9 (11.23) 2.3 (12.57) 75.0 (21.21) -6.0 (22.63) 83.8 (12.22) 1.3 (13.34) 

Median 90.0 0.0 75.0 -6.0 90.0 0.0 

Q1, Q3 70.0, 95.0 -10.0, 10.0 60.0, 90.0 -22.0, 10.0 70.0, 95.0 -10.0, 10.0 

Min, Max 70, 98 -15, 35 60, 90 -22, 10 60, 98 -22, 35 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 39       

n 15 15 2 2 17 17 

Mean (SD) 84.9 (10.57) 2.3 (11.22) 77.5 (10.61) -3.5 (12.02) 84.1 (10.53) 1.6 (11.09) 

Median 90.0 0.0 77.5 -3.5 85.0 0.0 

Q1, Q3 75.0, 95.0 -10.0, 10.0 70.0, 85.0 -12.0, 5.0 75.0, 95.0 -10.0, 8.0 

Min, Max 70, 98 -10, 30 70, 85 -12, 5 70, 98 -12, 30 

 

Cycle 40       

n 15 15 2 2 17 17 

Mean (SD) 85.5 (10.14) 2.9 (10.74) 75.0 (21.21) -6.0 (22.63) 84.3 (11.42) 1.8 (11.90) 

Median 90.0 0.0 75.0 -6.0 90.0 0.0 

Q1, Q3 75.0, 95.0 -5.0, 10.0 60.0, 90.0 -22.0, 10.0 75.0, 95.0 -5.0, 10.0 

Min, Max 70, 98 -10, 30 60, 90 -22, 10 60, 98 -22, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 41       

n 15 15 2 2 17 17 

Mean (SD) 86.1 (10.22) 3.4 (10.59) 81.0 (19.80) 0.0 (21.21) 85.5 (10.89) 3.0 (11.29) 

Median 90.0 0.0 81.0 0.0 90.0 0.0 

Q1, Q3 75.0, 95.0 -2.0, 10.0 67.0, 95.0 -15.0, 15.0 75.0, 95.0 -2.0, 10.0 

Min, Max 70, 98 -10, 30 67, 95 -15, 15 67, 98 -15, 30 

 

Cycle 42       

n 14 14 2 2 16 16 

Mean (SD) 86.6 (10.22) 3.7 (11.83) 77.5 (24.75) -3.5 (26.16) 85.4 (11.87) 2.8 (13.15) 

Median 90.0 0.5 77.5 -3.5 90.0 0.5 

Q1, Q3 75.0, 95.0 0.0, 10.0 60.0, 95.0 -22.0, 15.0 75.0, 95.0 -5.0, 10.0 

Min, Max 70, 96 -10, 35 60, 95 -22, 15 60, 96 -22, 35 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 43       

n 14 14 2 2 16 16 

Mean (SD) 85.4 (9.78) 2.6 (11.58) 75.0 (21.21) -6.0 (22.63) 84.1 (11.21) 1.5 (12.61) 

Median 87.5 0.0 75.0 -6.0 87.5 0.0 

Q1, Q3 75.0, 95.0 -5.0, 10.0 60.0, 90.0 -22.0, 10.0 75.0, 95.0 -7.5, 10.0 

Min, Max 70, 96 -15, 30 60, 90 -22, 10 60, 96 -22, 30 

 

Cycle 44       

n 14 14 2 2 16 16 

Mean (SD) 84.8 (10.44) 1.9 (12.36) 75.0 (21.21) -6.0 (22.63) 83.6 (11.64) 0.9 (13.18) 

Median 87.5 0.5 75.0 -6.0 87.5 0.5 

Q1, Q3 75.0, 95.0 -10.0, 10.0 60.0, 90.0 -22.0, 10.0 72.5, 95.0 -10.0, 10.0 

Min, Max 70, 96 -15, 30 60, 90 -22, 10 60, 96 -22, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 45       

n 14 14 2 2 16 16 

Mean (SD) 84.8 (9.87) 1.9 (11.72) 75.0 (21.21) -6.0 (22.63) 83.6 (11.21) 0.9 (12.67) 

Median 85.0 0.5 75.0 -6.0 85.0 0.5 

Q1, Q3 75.0, 95.0 -10.0, 6.0 60.0, 90.0 -22.0, 10.0 75.0, 95.0 -10.0, 8.0 

Min, Max 70, 96 -15, 30 60, 90 -22, 10 60, 96 -22, 30 

 

Cycle 46       

n 14 14 1 1 15 15 

Mean (SD) 85.1 (9.89) 2.2 (11.24) 95.0 (NE) 15.0 (NE) 85.7 (9.87) 3.1 (11.32) 

Median 87.5 0.0 95.0 15.0 90.0 0.0 

Q1, Q3 75.0, 95.0 -10.0, 6.0 95.0, 95.0 15.0, 15.0 75.0, 95.0 -10.0, 10.0 

Min, Max 70, 96 -10, 30 95, 95 15, 15 70, 96 -10, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 47       

n 14 14 1 1 15 15 

Mean (SD) 86.2 (9.59) 3.4 (10.67) 95.0 (NE) 15.0 (NE) 86.8 (9.52) 4.1 (10.71) 

Median 90.0 0.5 95.0 15.0 90.0 1.0 

Q1, Q3 80.0, 95.0 -5.0, 10.0 95.0, 95.0 15.0, 15.0 80.0, 95.0 -5.0, 10.0 

Min, Max 70, 96 -10, 30 95, 95 15, 15 70, 96 -10, 30 

 

Cycle 48       

n 13 13 1 1 14 14 

Mean (SD) 86.7 (10.23) 3.6 (11.24) 95.0 (NE) 15.0 (NE) 87.3 (10.07) 4.4 (11.22) 

Median 90.0 1.0 95.0 15.0 90.0 3.0 

Q1, Q3 75.0, 95.0 0.0, 10.0 95.0, 95.0 15.0, 15.0 75.0, 95.0 0.0, 10.0 

Min, Max 70, 96 -10, 30 95, 95 15, 15 70, 96 -10, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 49       

n 13 13 1 1 14 14 

Mean (SD) 87.1 (9.84) 4.0 (10.82) 90.0 (NE) 10.0 (NE) 87.3 (9.48) 4.4 (10.52) 

Median 90.0 1.0 90.0 10.0 90.0 3.0 

Q1, Q3 80.0, 95.0 0.0, 10.0 90.0, 90.0 10.0, 10.0 80.0, 95.0 0.0, 10.0 

Min, Max 70, 96 -10, 30 90, 90 10, 10 70, 96 -10, 30 

 

Cycle 50       

n 13 13 1 1 14 14 

Mean (SD) 86.3 (10.78) 3.2 (11.82) 95.0 (NE) 15.0 (NE) 86.9 (10.62) 4.1 (11.78) 

Median 90.0 1.0 95.0 15.0 90.0 3.0 

Q1, Q3 75.0, 95.0 0.0, 10.0 95.0, 95.0 15.0, 15.0 75.0, 95.0 0.0, 10.0 

Min, Max 70, 96 -15, 30 95, 95 15, 15 70, 96 -15, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 51       

n 11 11 1 1 12 12 

Mean (SD) 86.6 (13.27) 4.4 (13.89) 95.0 (NE) 15.0 (NE) 87.3 (12.88) 5.3 (13.60) 

Median 95.0 5.0 95.0 15.0 95.0 5.5 

Q1, Q3 70.0, 95.0 0.0, 10.0 95.0, 95.0 15.0, 15.0 80.0, 95.0 1.0, 12.5 

Min, Max 60, 97 -25, 30 95, 95 15, 15 60, 97 -25, 30 

 

Cycle 52       

n 11 11 1 1 12 12 

Mean (SD) 87.9 (9.99) 5.6 (10.78) 95.0 (NE) 15.0 (NE) 88.5 (9.75) 6.4 (10.63) 

Median 90.0 5.0 95.0 15.0 92.5 5.5 

Q1, Q3 80.0, 95.0 0.0, 10.0 95.0, 95.0 15.0, 15.0 85.0, 95.0 0.0, 12.5 

Min, Max 70, 96 -10, 30 95, 95 15, 15 70, 96 -10, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 53       

n 11 11 1 1 12 12 

Mean (SD) 87.5 (9.90) 5.2 (11.37) 95.0 (NE) 15.0 (NE) 88.1 (9.69) 6.0 (11.20) 

Median 90.0 5.0 95.0 15.0 92.5 5.5 

Q1, Q3 80.0, 95.0 0.0, 10.0 95.0, 95.0 15.0, 15.0 83.0, 95.0 0.0, 12.5 

Min, Max 70, 96 -10, 30 95, 95 15, 15 70, 96 -10, 30 

 

Cycle 54       

n 11 11 1 1 12 12 

Mean (SD) 86.5 (11.93) 4.2 (13.01) 95.0 (NE) 15.0 (NE) 87.2 (11.64) 5.1 (12.80) 

Median 90.0 5.0 95.0 15.0 92.5 5.5 

Q1, Q3 70.0, 95.0 0.0, 10.0 95.0, 95.0 15.0, 15.0 80.0, 95.0 0.0, 12.5 

Min, Max 65, 96 -20, 30 95, 95 15, 15 65, 96 -20, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 55       

n 10 10 1 1 11 11 

Mean (SD) 89.1 (9.15) 6.6 (10.75) 95.0 (NE) 15.0 (NE) 89.6 (8.86) 7.4 (10.51) 

Median 92.5 5.0 95.0 15.0 95.0 5.0 

Q1, Q3 90.0, 95.0 0.0, 10.0 95.0, 95.0 15.0, 15.0 90.0, 95.0 0.0, 15.0 

Min, Max 70, 96 -10, 30 95, 95 15, 15 70, 96 -10, 30 

 

Cycle 56       

n 9 9 1 1 10 10 

Mean (SD) 88.4 (9.45) 7.3 (11.19) 95.0 (NE) 15.0 (NE) 89.1 (9.15) 8.1 (10.83) 

Median 90.0 6.0 95.0 15.0 92.5 8.0 

Q1, Q3 90.0, 95.0 0.0, 10.0 95.0, 95.0 15.0, 15.0 90.0, 95.0 0.0, 15.0 

Min, Max 70, 96 -10, 30 95, 95 15, 15 70, 96 -10, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 57       

n 9 9 1 1 10 10 

Mean (SD) 87.9 (10.43) 6.8 (12.23) 95.0 (NE) 15.0 (NE) 88.6 (10.09) 7.6 (11.82) 

Median 90.0 6.0 95.0 15.0 92.5 8.0 

Q1, Q3 90.0, 95.0 0.0, 10.0 95.0, 95.0 15.0, 15.0 90.0, 95.0 0.0, 15.0 

Min, Max 70, 96 -15, 30 95, 95 15, 15 70, 96 -15, 30 

 

Cycle 58       

n 9 9 0 0 9 9 

Mean (SD) 86.2 (14.18) 5.1 (16.01)   86.2 (14.18) 5.1 (16.01) 

Median 90.0 6.0   90.0 6.0 

Q1, Q3 90.0, 95.0 0.0, 10.0   90.0, 95.0 0.0, 10.0 

Min, Max 55, 96 -30, 30   55, 96 -30, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 59       

n 9 9 1 1 10 10 

Mean (SD) 87.3 (11.58) 6.2 (13.41) 95.0 (NE) 15.0 (NE) 88.1 (11.18) 7.1 (12.94) 

Median 90.0 6.0 95.0 15.0 92.5 8.0 

Q1, Q3 90.0, 95.0 0.0, 10.0 95.0, 95.0 15.0, 15.0 90.0, 95.0 0.0, 15.0 

Min, Max 65, 96 -20, 30 95, 95 15, 15 65, 96 -20, 30 

 

Cycle 60       

n 9 9 1 1 10 10 

Mean (SD) 86.8 (11.55) 5.7 (13.79) 95.0 (NE) 15.0 (NE) 87.6 (11.20) 6.6 (13.33) 

Median 90.0 6.0 95.0 15.0 92.5 8.0 

Q1, Q3 85.0, 95.0 0.0, 10.0 95.0, 95.0 15.0, 15.0 85.0, 95.0 0.0, 15.0 

Min, Max 65, 96 -20, 30 95, 95 15, 15 65, 96 -20, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 61       

n 7 7 1 1 8 8 

Mean (SD) 84.0 (13.55) 5.4 (17.07) 95.0 (NE) 15.0 (NE) 85.4 (13.14) 6.6 (16.16) 

Median 90.0 10.0 95.0 15.0 90.0 10.0 

Q1, Q3 70.0, 95.0 -2.0, 15.0 95.0, 95.0 15.0, 15.0 79.0, 95.0 -1.0, 15.0 

Min, Max 60, 95 -25, 30 95, 95 15, 15 60, 95 -25, 30 

 

Cycle 62       

n 7 7 1 1 8 8 

Mean (SD) 85.0 (12.25) 6.4 (15.47) 95.0 (NE) 15.0 (NE) 86.3 (11.88) 7.5 (14.64) 

Median 90.0 10.0 95.0 15.0 90.0 10.0 

Q1, Q3 70.0, 95.0 0.0, 15.0 95.0, 95.0 15.0, 15.0 80.0, 95.0 0.0, 15.0 

Min, Max 65, 95 -20, 30 95, 95 15, 15 65, 95 -20, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 63       

n 6 6 1 1 7 7 

Mean (SD) 87.5 (11.29) 5.8 (16.86) 95.0 (NE) 15.0 (NE) 88.6 (10.69) 7.1 (15.77) 

Median 90.0 5.0 95.0 15.0 90.0 10.0 

Q1, Q3 90.0, 95.0 0.0, 15.0 95.0, 95.0 15.0, 15.0 90.0, 95.0 0.0, 15.0 

Min, Max 65, 95 -20, 30 95, 95 15, 15 65, 95 -20, 30 

 

Cycle 64       

n 5 5 1 1 6 6 

Mean (SD) 86.0 (11.94) 4.0 (18.17) 90.0 (NE) 10.0 (NE) 86.7 (10.80) 5.0 (16.43) 

Median 90.0 0.0 90.0 10.0 90.0 5.0 

Q1, Q3 90.0, 90.0 0.0, 10.0 90.0, 90.0 10.0, 10.0 90.0, 90.0 0.0, 10.0 

Min, Max 65, 95 -20, 30 90, 90 10, 10 65, 95 -20, 30 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 65       

n 4 4 1 1 5 5 

Mean (SD) 85.0 (9.13) -2.5 (9.57) 95.0 (NE) 15.0 (NE) 87.0 (9.08) 1.0 (11.40) 

Median 85.0 -5.0 95.0 15.0 90.0 0.0 

Q1, Q3 77.5, 92.5 -10.0, 5.0 95.0, 95.0 15.0, 15.0 80.0, 95.0 -10.0, 10.0 

Min, Max 75, 95 -10, 10 95, 95 15, 15 75, 95 -10, 15 

 

Cycle 66       

n 4 4 1 1 5 5 

Mean (SD) 87.5 (8.66) 0.0 (8.16) 90.0 (NE) 10.0 (NE) 88.0 (7.58) 2.0 (8.37) 

Median 90.0 0.0 90.0 10.0 90.0 0.0 

Q1, Q3 82.5, 92.5 -5.0, 5.0 90.0, 90.0 10.0, 10.0 90.0, 90.0 0.0, 10.0 

Min, Max 75, 95 -10, 10 90, 90 10, 10 75, 95 -10, 10 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 67       

n 4 4 1 1 5 5 

Mean (SD) 87.5 (8.66) 0.0 (8.16) 95.0 (NE) 15.0 (NE) 89.0 (8.22) 3.0 (9.75) 

Median 90.0 0.0 95.0 15.0 90.0 0.0 

Q1, Q3 82.5, 92.5 -5.0, 5.0 95.0, 95.0 15.0, 15.0 90.0, 95.0 0.0, 10.0 

Min, Max 75, 95 -10, 10 95, 95 15, 15 75, 95 -10, 15 

 

Cycle 68       

n 4 4 1 1 5 5 

Mean (SD) 85.0 (9.13) -2.5 (9.57) 95.0 (NE) 15.0 (NE) 87.0 (9.08) 1.0 (11.40) 

Median 85.0 -5.0 95.0 15.0 90.0 0.0 

Q1, Q3 77.5, 92.5 -10.0, 5.0 95.0, 95.0 15.0, 15.0 80.0, 95.0 -10.0, 10.0 

Min, Max 75, 95 -10, 10 95, 95 15, 15 75, 95 -10, 15 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 69       

n 4 4 1 1 5 5 

Mean (SD) 85.0 (10.80) -2.5 (10.41) 95.0 (NE) 15.0 (NE) 87.0 (10.37) 1.0 (11.94) 

Median 87.5 -2.5 95.0 15.0 90.0 0.0 

Q1, Q3 77.5, 92.5 -10.0, 5.0 95.0, 95.0 15.0, 15.0 85.0, 95.0 -5.0, 10.0 

Min, Max 70, 95 -15, 10 95, 95 15, 15 70, 95 -15, 15 

 

Cycle 70       

n 3 3 1 1 4 4 

Mean (SD) 86.7 (5.77) 1.7 (7.64) 95.0 (NE) 15.0 (NE) 88.8 (6.29) 5.0 (9.13) 

Median 90.0 0.0 95.0 15.0 90.0 5.0 

Q1, Q3 80.0, 90.0 -5.0, 10.0 95.0, 95.0 15.0, 15.0 85.0, 92.5 -2.5, 12.5 

Min, Max 80, 90 -5, 10 95, 95 15, 15 80, 95 -5, 15 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 71       

n 2 2 0 0 2 2 

Mean (SD) 77.5 (17.68) -5.0 (21.21)   77.5 (17.68) -5.0 (21.21) 

Median 77.5 -5.0   77.5 -5.0 

Q1, Q3 65.0, 90.0 -20.0, 10.0   65.0, 90.0 -20.0, 10.0 

Min, Max 65, 90 -20, 10   65, 90 -20, 10 

 

Cycle 72       

n 2 2 0 0 2 2 

Mean (SD) 80.0 (14.14) -2.5 (17.68)   80.0 (14.14) -2.5 (17.68) 

Median 80.0 -2.5   80.0 -2.5 

Q1, Q3 70.0, 90.0 -15.0, 10.0   70.0, 90.0 -15.0, 10.0 

Min, Max 70, 90 -15, 10   70, 90 -15, 10 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 73       

n 1 1 0 0 1 1 

Mean (SD) 70.0 (NE) -15.0 (NE)   70.0 (NE) -15.0 (NE) 

Median 70.0 -15.0   70.0 -15.0 

Q1, Q3 70.0, 70.0 -15.0, -15.0   70.0, 70.0 -15.0, -15.0 

Min, Max 70, 70 -15, -15   70, 70 -15, -15 

 

Cycle 74       

n 1 1 0 0 1 1 

Mean (SD) 70.0 (NE) -15.0 (NE)   70.0 (NE) -15.0 (NE) 

Median 70.0 -15.0   70.0 -15.0 

Q1, Q3 70.0, 70.0 -15.0, -15.0   70.0, 70.0 -15.0, -15.0 

Min, Max 70, 70 -15, -15   70, 70 -15, -15 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

Cycle 75       

n 1 1 0 0 1 1 

Mean (SD) 65.0 (NE) -20.0 (NE)   65.0 (NE) -20.0 (NE) 

Median 65.0 -20.0   65.0 -20.0 

Q1, Q3 65.0, 65.0 -20.0, -20.0   65.0, 65.0 -20.0, -20.0 

Min, Max 65, 65 -20, -20   65, 65 -20, -20 

 

Cycle 76       

n 1 1 0 0 1 1 

Mean (SD) 70.0 (NE) -15.0 (NE)   70.0 (NE) -15.0 (NE) 

Median 70.0 -15.0   70.0 -15.0 

Q1, Q3 70.0, 70.0 -15.0, -15.0   70.0, 70.0 -15.0, -15.0 

Min, Max 70, 70 -15, -15   70, 70 -15, -15 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 
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Table 14.2.2.4.13.1: 

Summary of EQ-5D VAS Score by Visit: Observed and Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

 

EQ-5D-5L VAS Score 
 

 

 Tislelizumab 

(N = 214) 

 Docetaxel 

(N = 103) 

 Total 

(N = 317) 

Visit Observed 

Change From 

Baseline Observed 

Change From 

Baseline Observed 

Change From 

Baseline 

End of Treatment       

n 113 113 57 57 170 170 

Mean (SD) 73.3 (19.48) -7.8 (15.36) 71.2 (18.17) -7.6 (16.14) 72.6 (19.02) -7.7 (15.58) 

Median 75.0 -5.0 71.0 -5.0 75.0 -5.0 

Q1, Q3 65.0, 90.0 -15.0, 0.0 60.0, 87.0 -20.0, 0.0 60.0, 90.0 -20.0, 0.0 

Min, Max 5, 100 -50, 50 20, 100 -60, 40 5, 100 -60, 50 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with data at both baseline and the each postbaseline visit were included in the summary statistics for change from baseline. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-qs-chg.sas  23AUG2024 04:42  t-14-02-02-04-13-01-qs-chg-vas-pdql-cl.rtf 

 

5600



Protocol BGB-A317-303 Page 1 of 1 

Figure 14.2.2.4.13.1:  

Summary of EQ-5D VAS Scores by Visit  

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

 

EQ-5D VAS Score 
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Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The whiskers represent means and 95% CI. 

Increases in scores are improvements. Visits with at least 10 patients in both treatment arms were displayed in the figure. 
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Table 14.2.2.4.13.2: 

EQ-5D VAS: MMRM on Change from Baseline 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Total 

No. 

of 

Patients 

Mean at 

Baseline (SD) a 

Mean Change 

from 

Baseline (SE) b 

Difference in 

Mean 

Change from 

Baseline (95% 

CI) c 

Hedges'g 

(95% CI) d 

2-sided 

p-value e 

EQ-5D VAS          

   Cycle 4 105  -3.33 (1.29) 29  2.13 (2.07) -5.46 (-9.82, 

-1.10) 

-0.47 (-0.86, 

-0.09) 

0.0145 

   Cycle 6 88  -3.71 (1.31) 23  0.06 (2.18) -3.77 (-8.37, 

0.82) 

-0.34 (-0.75, 

0.07) 

0.1070 

   Overall Treatment Effect 152 79.66 (12.96) -2.68 (1.14) 57 78.39 (14.15) -1.69 (1.82) -0.99 (-4.69, 

2.70) 

-0.10 (-0.49, 

0.28) 

0.5961 

 

Data Source: ADSL ADQS. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Only patients with baseline and postbaseline value are included in analysis. 

The mixed effect model with repeated measures uses the post-baseline score as the response variable, and treatment, visit, treatment-by-visit interaction, baseline score, histology 

and line of therapy as covariates, and an unstructured covariance structure for repeated measures on patient level. Visits with at least 10 patients in both treatment arms were 

included in the model. The end of treatment visit has not been included in the model. 
a Sample mean and SD at baseline based on the patients with baseline value. 
b Modelled mean change from baseline for treatment arm. Positive changes are favorable. 
c Modelled mean change from baseline of tislelizumab arm minus that of docetaxel arm. Positive changes are favorable. 
d Hedges'g calculated as estimated difference in mean change divided by modelled standard deviation multiplied by a correction factor. 
e P-value was calculated based on testing whether treatment effect is zero or not. 
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Table 14.2.2.4.13.3: 

Analyses of Time to Deterioration of EQ-5D VAS 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

 EQ-5D VAS Score 214 27 (12.6) NR (16.8, NE) 103 7 (6.8) NR (6.7, NE) 1.140 (0.487, 2.667) 0.7630 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tte-qlq.sas  23AUG2024 04:03  t-14-02-02-04-13-03-eff-tte-qlq-vas-cl.rtf 

 

5603



Protocol BGB-A317-303 Page 1 of 1 

Figure 14.2.2.4.13.3: 

Kaplan-Meier Plot of Time to Deterioration of EQ-5D VAS 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 214, events = 27, Median: NR, 95% CI: 16.8 - NE

Docetaxel: n = 103, events = 7, Median: NR, 95% CI: 6.7 - NE

HR (95% CI): 1.140 (0.487, 2.667)

Log-rank test p-value: 0.7630

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

Two-sided p-value was estimated from stratified log rank test, stratified by histology and lines of therapy for descriptive purpose only. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 13 (9.4) NR (NE, NE) 65 5 (7.7) 14.6 (4.9, NE) 0.754 (0.266, 2.134) 0.5939 

   Age >= 65 Years 75 14 (18.7) 25.8 (11.3, NE) 38 2 (5.3) NR (6.7, NE) 2.065 (0.459, 9.288) 0.3348 

   Interaction        0.2867 

 

Sex         

   Male 166 19 (11.4) NR (NE, NE) 76 4 (5.3) 14.6 (6.7, NE) 1.197 (0.398, 3.601) 0.7497 

   Female 48 8 (16.7) 25.8 (13.2, NE) 27 3 (11.1) NR (4.9, NE) 1.028 (0.270, 3.911) 0.9646 

   Interaction        0.9313 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 168 13 (7.7) NR (NE, NE) 88 4 (4.5) NR (4.9, NE) 1.036 (0.333, 3.228) 0.9518 

   White 38 10 (26.3) 15.0 (8.5, NE) 13 3 (23.1) 11.2 (2.4, NE) 0.624 (0.164, 2.384) 0.4898 

   Other 8 4 (50.0) 11.3 (0.7, NE) 2 0 (0.0) NR (NE, NE) 37107688.408 (0.000, 

NE) 

0.2730 

   Interaction        0.9953 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 13 (7.8) NR (NE, NE) 88 4 (4.5) NR (4.9, NE) 1.036 (0.333, 3.228) 0.9518 

   Europe 32 9 (28.1) 15.0 (5.8, NE) 13 3 (23.1) 11.2 (2.4, NE) 0.685 (0.174, 2.700) 0.5903 

   Other 15 5 (33.3) 11.3 (1.4, NE) 2 0 (0.0) NR (NE, NE) 11730145.925 (0.000, 

NE) 

0.3395 

   Interaction        0.9999 

 

ECOG performance-status score         

   0 50 7 (14.0) NR (9.8, NE) 19 1 (5.3) NR (4.9, NE) 1.798 (0.220, 14.704) 0.5791 

   1 164 20 (12.2) NR (13.2, NE) 84 6 (7.1) 14.6 (6.7, NE) 0.928 (0.366, 2.352) 0.8740 

   Interaction        0.5366 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 154 20 (13.0) NR (13.2, NE) 66 5 (7.6) 14.6 (6.7, NE) 0.816 (0.295, 2.257) 0.6944 

   Never 60 7 (11.7) NR (15.0, NE) 37 2 (5.4) NR (4.9, NE) 1.518 (0.311, 7.401) 0.6028 

   Interaction        0.3594 

 

Histology         

   Non-squamous 125 18 (14.4) 25.8 (11.8, NE) 62 6 (9.7) NR (11.2, NE) 1.056 (0.417, 2.675) 0.9059 

   Squamous 89 9 (10.1) NR (NE, NE) 41 1 (2.4) 6.7 (NE, NE) 1.789 (0.213, 15.032) 0.5880 

   Interaction        0.7328 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-eff-tteqs-subgrp.sas  23AUG2024 04:04  t-14-02-02-04-13-03-s-eff-tteqs-subgrp-vas-cl.rtf 

5608



Protocol BGB-A317-303 Page 5 of 7 
 

Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 22 (15.4) 25.8 (13.2, NE) 75 6 (8.0) NR (11.2, NE) 1.228 (0.495, 3.050) 0.6565 

   Unknown 71 5 (7.0) NR (NE, NE) 28 1 (3.6) 6.7 (NE, NE) 0.773 (0.081, 7.343) 0.8180 

   Interaction        0.7467 

 

ALK rearrangement at baseline         

   Wild type 108 15 (13.9) NR (15.0, NE) 48 4 (8.3) 4.9 (4.9, NE) 0.647 (0.203, 2.056) 0.4580 

   Unknown 106 12 (11.3) NR (11.8, NE) 55 3 (5.5) NR (6.7, NE) 1.571 (0.442, 5.576) 0.4825 

   Interaction        0.3193 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 180 23 (12.8) NR (15.0, NE) 88 6 (6.8) NR (6.7, NE) 1.031 (0.415, 2.559) 0.9478 

   Third 34 4 (11.8) NR (3.5, NE) 15 1 (6.7) NR (2.4, NE) 1.372 (0.153, 12.307) 0.7763 

   Interaction        0.9681 

 

Disease Stage         

   Locally advanced 33 5 (15.2) NR (5.8, NE) 8 1 (12.5) 11.2 (NE, NE) 1.203 (0.136, 10.615) 0.8678 

   Metastatic 181 22 (12.2) NR (16.8, NE) 95 6 (6.3) NR (6.7, NE) 1.057 (0.423, 2.639) 0.9054 

   Interaction        0.9983 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.2.2.4.13.3.s: 

Analyses of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Outcome: EQ-5D VAS Score 

 

 

Tislelizumab 

 (N = 214)  

Docetaxel 

 (N = 103)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 9 1 (11.1) NR (1.4, NE) 0.000 (0.000, NE) 0.2482 

   No 201 27 (13.4) NR (16.8, NE) 94 6 (6.4) 14.6 (6.7, NE) 1.180 (0.481, 2.894) 0.7175 

   Interaction        0.9886 

 

Liver metastases at baseline         

   Yes 27 2 (7.4) 11.8 (11.8, NE) 16 1 (6.3) NR (2.4, NE) 0.603 (0.037, 9.759) 0.7190 

   No 187 25 (13.4) NR (16.8, NE) 87 6 (6.9) NR (6.7, NE) 1.136 (0.462, 2.790) 0.7821 

   Interaction        0.7918 

 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment-by-subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.2.2.4.13.3.s: 

Kaplan-Meier Plot of Time to Deterioration of EQ-5D VAS - Subgroup Analysis 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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No Subgroup has significant interactions for this analysis

 
 

Data Source: ADSL ADTTEQS1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

The deterioration of EQ-5D VAS is defined as the >= 15 points of change from baseline derived score in the worsen direction. 

The Kaplan-Meier plots for individual subgroups are only presented for subgroup analyses with a statistically significant interaction term (p-value < 0.05). If any subgroups are not 

displayed, the respective criteria for subgroup analyses are not met. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Table 14.2.3.6: 

Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Subsequent Anticancer Therapy 

     Category  

              WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

Patients Who Received any Subsequent Anticancer Therapy 127 (59.3) 66 (64.1) 193 (60.9) 

 

Subsequent Radiotherapy 12 (5.6) 7 (6.8) 19 (6.0) 

 

Subsequent Systemic Therapy 121 (56.5) 62 (60.2) 183 (57.7) 

CHEMOTHERAPY 85 (39.7) 30 (29.1) 115 (36.3) 

DOCETAXEL 45 (21.0) 2 (1.9) 47 (14.8) 

CARBOPLATIN 19 (8.9) 2 (1.9) 21 (6.6) 

PACLITAXEL 13 (6.1) 1 (1.0) 14 (4.4) 

PEMETREXED 12 (5.6) 5 (4.9) 17 (5.4) 

GEMCITABINE 11 (5.1) 6 (5.8) 17 (5.4) 

PACLITAXEL ALBUMIN 11 (5.1) 2 (1.9) 13 (4.1) 

CISPLATIN 6 (2.8) 5 (4.9) 11 (3.5) 

NEDAPLATIN 6 (2.8) 3 (2.9) 9 (2.8) 

PEMETREXED DISODIUM 5 (2.3) 1 (1.0) 6 (1.9) 

GIMERACIL;OTERACIL POTASSIUM;TEGAFUR 4 (1.9) 5 (4.9) 9 (2.8) 

VINORELBINE TARTRATE 3 (1.4) 3 (2.9) 6 (1.9) 

LOBAPLATIN 2 (0.9) 3 (2.9) 5 (1.6) 

OXALIPLATIN 2 (0.9) 0 (0.0) 2 (0.6) 

ALBUMIN HUMAN;PACLITAXEL 1 (0.5) 1 (1.0) 2 (0.6) 

CAPECITABINE 1 (0.5) 0 (0.0) 1 (0.3) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

A patient was counted only once within a category and preferred term. 

Medication terms were coded using Wold Health Organization Drug Dictionary Global-B3. 
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Table 14.2.3.6: 

Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Subsequent Anticancer Therapy 

     Category  

              WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

CYCLOPHOSPHAMIDE 1 (0.5) 0 (0.0) 1 (0.3) 

DOXORUBICIN 1 (0.5) 0 (0.0) 1 (0.3) 

ETOPOSIDE 1 (0.5) 3 (2.9) 4 (1.3) 

GEMCITABINE HYDROCHLORIDE 1 (0.5) 6 (5.8) 7 (2.2) 

GIMERACIL;OTERACIL;TEGAFUR 1 (0.5) 0 (0.0) 1 (0.3) 

IRINOTECAN 1 (0.5) 0 (0.0) 1 (0.3) 

IRINOTECAN HYDROCHLORIDE 1 (0.5) 1 (1.0) 2 (0.6) 

PACLITAXEL LIPOSOME 1 (0.5) 2 (1.9) 3 (0.9) 

PLINABULIN 1 (0.5) 0 (0.0) 1 (0.3) 

TEGAFUR 1 (0.5) 1 (1.0) 2 (0.6) 

VINORELBINE 1 (0.5) 3 (2.9) 4 (1.3) 

TEMOZOLOMIDE 0 (0.0) 1 (1.0) 1 (0.3) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

A patient was counted only once within a category and preferred term. 

Medication terms were coded using Wold Health Organization Drug Dictionary Global-B3. 
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Table 14.2.3.6: 

Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Subsequent Anticancer Therapy 

     Category  

              WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

PROTEIN KINASE INHIBITORS 61 (28.5) 37 (35.9) 98 (30.9) 

CATEQUENTINIB HYDROCHLORIDE 30 (14.0) 14 (13.6) 44 (13.9) 

CATEQUENTINIB 9 (4.2) 15 (14.6) 24 (7.6) 

SITRAVATINIB 6 (2.8) 0 (0.0) 6 (1.9) 

AFATINIB DIMALEATE 4 (1.9) 2 (1.9) 6 (1.9) 

RIVOCERANIB 3 (1.4) 1 (1.0) 4 (1.3) 

AFATINIB 2 (0.9) 0 (0.0) 2 (0.6) 

CRIZOTINIB 2 (0.9) 0 (0.0) 2 (0.6) 

ERLOTINIB 2 (0.9) 1 (1.0) 3 (0.9) 

GEFITINIB 2 (0.9) 1 (1.0) 3 (0.9) 

NINTEDANIB 2 (0.9) 0 (0.0) 2 (0.6) 

APATINIB MESYLATE 1 (0.5) 2 (1.9) 3 (0.9) 

BRIGATINIB 1 (0.5) 0 (0.0) 1 (0.3) 

CABOZANTINIB S-MALATE 1 (0.5) 0 (0.0) 1 (0.3) 

ICOTINIB HYDROCHLORIDE 1 (0.5) 1 (1.0) 2 (0.6) 

LENVATINIB 1 (0.5) 0 (0.0) 1 (0.3) 

OSIMERTINIB MESILATE 1 (0.5) 0 (0.0) 1 (0.3) 

POZIOTINIB 1 (0.5) 0 (0.0) 1 (0.3) 

SORAFENIB 1 (0.5) 0 (0.0) 1 (0.3) 

TYROSINE KINASE INHIBITORS 1 (0.5) 0 (0.0) 1 (0.3) 

ERLOTINIB HYDROCHLORIDE 0 (0.0) 1 (1.0) 1 (0.3) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

A patient was counted only once within a category and preferred term. 

Medication terms were coded using Wold Health Organization Drug Dictionary Global-B3. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-cmpost.sas  23AUG2024 03:58  t-14-02-03-06-cmpost-pdl1-cl.rtf 

5615



Protocol BGB-A317-303 Page 4 of 4 
 

Table 14.2.3.6: 

Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Subsequent Anticancer Therapy 

     Category  

              WHO Drug Dictionary Preferred Term  

Tislelizumab  

(N=214) 

 n (%) 

Docetaxel  

(N=103) 

 n (%) 

Total  

(N=317) 

 n (%) 

EVEROLIMUS 0 (0.0) 1 (1.0) 1 (0.3) 

 

OTHER 26 (12.1) 11 (10.7) 37 (11.7) 

BEVACIZUMAB 19 (8.9) 7 (6.8) 26 (8.2) 

MONOCLONAL ANTIBODIES 5 (2.3) 3 (2.9) 8 (2.5) 

ENDOSTATIN 2 (0.9) 1 (1.0) 3 (0.9) 

ALL OTHER THERAPEUTIC PRODUCTS 1 (0.5) 0 (0.0) 1 (0.3) 

ANTINEOPLASTIC AGENTS 1 (0.5) 0 (0.0) 1 (0.3) 

HTI 1090 0 (0.0) 1 (1.0) 1 (0.3) 

 

IMMUNOTHERAPY 14 (6.5) 20 (19.4) 34 (10.7) 

TISLELIZUMAB 7 (3.3) 1 (1.0) 8 (2.5) 

PEMBROLIZUMAB 3 (1.4) 5 (4.9) 8 (2.5) 

SINTILIMAB 2 (0.9) 5 (4.9) 7 (2.2) 

TORIPALIMAB 2 (0.9) 2 (1.9) 4 (1.3) 

INVESTIGATIONAL ANTINEOPLASTIC DRUGS 1 (0.5) 0 (0.0) 1 (0.3) 

ATEZOLIZUMAB 0 (0.0) 1 (1.0) 1 (0.3) 

CAMRELIZUMAB 0 (0.0) 3 (2.9) 3 (0.9) 

KN 046 0 (0.0) 1 (1.0) 1 (0.3) 

NIVOLUMAB 0 (0.0) 3 (2.9) 3 (0.9) 

 

Data Source: ADSL ADCM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

A patient was counted only once within a category and preferred term. 

Medication terms were coded using Wold Health Organization Drug Dictionary Global-B3. 
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Table 14.3.1.1.1: 

Extent of Exposure 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N = 213) 

Docetaxel  

(N = 98) 

 Duration of Exposure(Week)   

       n 213 98 

       Mean (SD) 42.0 (58.00) 21.2 (33.94) 

       Median 17.7 9.3 

       Q1, Q3 9.0, 42.9 6.1, 18.3 

       Min, Max 1, 275 2, 210 

 

 Number of Treatment Cycles   

       n 213 98 

       Mean (SD) 13.2 (17.66) 6.9 (11.11) 

       Median 6.0 3.0 

       Q1, Q3 3.0, 14.0 2.0, 6.0 

       Min, Max 1, 88 1, 70 

 

Data Source: ADSL ADEXSUM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) was defined as the 21*the cumulative dose (mg for Tislelizumab and mg/m2 for Docetaxel) 

received by a patient divided by (last dose date - first dose date + 21 days). 
b Relative dose intensity (RDI) was defined as the ratio of the actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) and the planned dose intensity 

(mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel). 
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Table 14.3.1.1.1: 

Extent of Exposure 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N = 213) 

Docetaxel  

(N = 98) 

 Number of Cycles Received, n (%)   

       1  18 (8.5)  14 (14.3) 

       2  19 (8.9)  15 (15.3) 

       3  46 (21.6)  25 (25.5) 

       4   8 (3.8)   8 (8.2) 

       5  15 (7.0)   3 (3.1) 

       6  13 (6.1)  12 (12.2) 

       7   5 (2.3)   3 (3.1) 

       8   9 (4.2)   1 (1.0) 

       9  11 (5.2)   2 (2.0) 

       10   1 (0.5)   0 (0.0) 

       11   6 (2.8)   1 (1.0) 

       12   6 (2.8)   5 (5.1) 

       >12  56 (26.3)   9 (9.2) 

 

Data Source: ADSL ADEXSUM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) was defined as the 21*the cumulative dose (mg for Tislelizumab and mg/m2 for Docetaxel) 

received by a patient divided by (last dose date - first dose date + 21 days). 
b Relative dose intensity (RDI) was defined as the ratio of the actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) and the planned dose intensity 

(mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel). 
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Table 14.3.1.1.1: 

Extent of Exposure 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N = 213) 

Docetaxel  

(N = 98) 

 Cumulative Dose (mg for Tislelizumab and mg/m2 for Docetaxel) per 

Patient 

  

       n 213 98 

       Mean (SD) 2634.7 (3532.29) 482.6 (769.07) 

       Median 1200.0 225.0 

       Q1, Q3 600.0, 2800.0 150.0, 450.0 

       Min, Max 200, 17600 75, 5250 

 

 Actual Dose Intensity (mg/cycle for Tislelizumab and mg/m2/cycle for 

Docetaxel) per Patient a 

  

       n 213 98 

       Mean (SD) 194.5 (10.78) 70.3 (6.80) 

       Median 200.0 73.8 

       Q1, Q3 190.9, 200.0 65.0, 75.0 

       Min, Max 142, 210 53, 80 

 

Data Source: ADSL ADEXSUM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) was defined as the 21*the cumulative dose (mg for Tislelizumab and mg/m2 for Docetaxel) 

received by a patient divided by (last dose date - first dose date + 21 days). 
b Relative dose intensity (RDI) was defined as the ratio of the actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) and the planned dose intensity 

(mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel). 
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Table 14.3.1.1.1: 

Extent of Exposure 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab  

(N = 213) 

Docetaxel  

(N = 98) 

 Relative Dose Intensity (%) per Patient b   

       n 213 98 

       Mean (SD) 97.2 (5.39) 93.7 (9.06) 

       Median 100.0 98.4 

       Q1, Q3 95.5, 100.0 86.7, 100.0 

       Min, Max 71, 105 71, 107 

 

Data Source: ADSL ADEXSUM. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 
a Actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) was defined as the 21*the cumulative dose (mg for Tislelizumab and mg/m2 for Docetaxel) 

received by a patient divided by (last dose date - first dose date + 21 days). 
b Relative dose intensity (RDI) was defined as the ratio of the actual dose intensity (mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel) and the planned dose intensity 

(mg/cycle for Tislelizumab and mg/m2/cycle for Docetaxel). 
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Table 14.3.1.2.1.1: 

Time to Treatment-Emergent Adverse Events 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Any TEAE 213 209 (98.1) 0.5 (0.4, 0.7) 98 95 (96.9) 0.2 (0.1, 0.3) 0.373 (0.286, 0.487) <0.0001 

 

TEAE >= Grade 3 213 91 (42.7) 16.4 (10.7, 21.7) 98 71 (72.4) 0.3 (0.3, 1.0) 0.253 (0.181, 0.353) <0.0001 

 

Serious TEAE 213 72 (33.8) 22.4 (16.6, 48.2) 98 26 (26.5) NR (NE, NE) 0.866 (0.546, 1.373) 0.5487 

 

TEAE Leading to Treatment 

Discontinuation 

213 23 (10.8) NR (NE, NE) 98 13 (13.3) NR (NE, NE) 0.590 (0.293, 1.185) 0.1342 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Figure 14.3.1.1: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 209, Median: 0.5, 95% CI: 0.4 - 0.7

Docetaxel: n = 98, events = 95, Median: 0.2, 95% CI: 0.1 - 0.3

HR (95% CI): 0.373 (0.286, 0.487)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.1: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 91, Median: 16.4, 95% CI: 10.7 - 21.7

Docetaxel: n = 98, events = 71, Median: 0.3, 95% CI: 0.3 - 1.0

HR (95% CI): 0.253 (0.181, 0.353)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.1: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE

0 6 12 18 24 30 36 42 48 54

213 75 46 32 18 15 13 10 4 0

98 13 7 5 3 3 2 2 1 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 6 12 18 24 30 36 42 48 54

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 72, Median: 22.4, 95% CI: 16.6 - 48.2

Docetaxel: n = 98, events = 26, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.866 (0.546, 1.373)

Log-rank test p-value: 0.5487

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.1: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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0 6 12 18 24 30 36 42 48 54 60 66

213 82 49 35 23 20 17 14 8 2 2 0

98 19 8 5 3 3 2 2 1 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 6 12 18 24 30 36 42 48 54 60 66

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 23, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 13, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.590 (0.293, 1.185)

Log-rank test p-value: 0.1342

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 135 (97.1) 0.4 (0.3, 0.7) 61 58 (95.1) 0.3 (0.2, 0.3) 0.494 (0.358, 0.683) <0.0001 

   Age >= 65 Years 74 74 (100.0) 0.6 (0.5, 0.8) 37 37 (100.0) 0.1 (0.1, 0.2) 0.204 (0.127, 0.327) <0.0001 

   Interaction        0.0023 

 

Sex         

   Male 166 162 (97.6) 0.5 (0.4, 0.7) 71 69 (97.2) 0.2 (0.1, 0.3) 0.374 (0.277, 0.507) <0.0001 

   Female 47 47 (100.0) 0.5 (0.3, 0.7) 27 26 (96.3) 0.2 (0.1, 0.3) 0.418 (0.249, 0.700) 0.0007 

   Interaction        0.5096 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 165 (98.8) 0.5 (0.3, 0.7) 84 82 (97.6) 0.2 (0.1, 0.3) 0.343 (0.256, 0.459) <0.0001 

   White 38 36 (94.7) 0.5 (0.3, 1.0) 12 11 (91.7) 0.3 (0.1, 0.5) 0.604 (0.301, 1.209) 0.1607 

   Other 8 8 (100.0) 0.7 (0.1, 1.4) 2 2 (100.0) 0.0 (0.0, NE) 0.061 (0.005, 0.723) 0.0062 

   Interaction        0.0262 

 

Region         

   China 167 165 (98.8) 0.5 (0.3, 0.7) 84 82 (97.6) 0.2 (0.1, 0.3) 0.343 (0.256, 0.459) <0.0001 

   Europe 32 30 (93.8) 0.7 (0.3, 1.8) 12 11 (91.7) 0.3 (0.1, 0.5) 0.517 (0.252, 1.060) 0.0741 

   Other 14 14 (100.0) 0.6 (0.1, 0.7) 2 2 (100.0) 0.0 (0.0, NE) 0.138 (0.024, 0.802) 0.0219 

   Interaction        0.0852 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 49 (98.0) 0.3 (0.3, 0.7) 16 16 (100.0) 0.1 (0.1, 0.3) 0.328 (0.174, 0.618) 0.0003 

   1 163 160 (98.2) 0.5 (0.4, 0.7) 82 79 (96.3) 0.2 (0.1, 0.3) 0.381 (0.285, 0.508) <0.0001 

   Interaction        0.2190 

 

Smoking Status         

   Current or Former 153 149 (97.4) 0.6 (0.4, 0.7) 61 60 (98.4) 0.2 (0.1, 0.3) 0.356 (0.258, 0.491) <0.0001 

   Never 60 60 (100.0) 0.4 (0.3, 0.6) 37 35 (94.6) 0.2 (0.1, 0.3) 0.440 (0.281, 0.691) 0.0002 

   Interaction        0.2557 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 123 (98.4) 0.5 (0.4, 0.7) 59 57 (96.6) 0.3 (0.1, 0.3) 0.379 (0.268, 0.537) <0.0001 

   Squamous 88 86 (97.7) 0.5 (0.3, 0.7) 39 38 (97.4) 0.2 (0.1, 0.2) 0.347 (0.230, 0.523) <0.0001 

   Interaction        0.3046 

 

EGFR mutation at baseline         

   Wild type 143 140 (97.9) 0.6 (0.4, 0.7) 71 68 (95.8) 0.2 (0.1, 0.3) 0.393 (0.288, 0.535) <0.0001 

   Unknown 70 69 (98.6) 0.5 (0.3, 0.7) 27 27 (100.0) 0.2 (0.1, 0.3) 0.328 (0.199, 0.539) <0.0001 

   Interaction        0.4041 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 107 (99.1) 0.5 (0.3, 0.7) 46 45 (97.8) 0.2 (0.1, 0.3) 0.323 (0.219, 0.476) <0.0001 

   Unknown 105 102 (97.1) 0.5 (0.3, 0.7) 52 50 (96.2) 0.2 (0.1, 0.3) 0.419 (0.292, 0.600) <0.0001 

   Interaction        0.5288 

 

Line of therapy         

   Second 179 176 (98.3) 0.5 (0.4, 0.7) 84 83 (98.8) 0.2 (0.1, 0.3) 0.385 (0.292, 0.509) <0.0001 

   Third 34 33 (97.1) 0.7 (0.3, 0.8) 14 12 (85.7) 0.2 (0.1, 0.3) 0.342 (0.161, 0.725) 0.0049 

   Interaction        0.5884 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 32 (97.0) 0.6 (0.3, 1.2) 8 8 (100.0) 0.2 (0.0, 0.5) 0.286 (0.120, 0.679) 0.0015 

   Metastatic 180 177 (98.3) 0.5 (0.4, 0.7) 90 87 (96.7) 0.2 (0.1, 0.3) 0.397 (0.302, 0.522) <0.0001 

   Interaction        0.3847 

 

Brain metastases at baseline         

   Yes 13 13 (100.0) 1.0 (0.3, 1.2) 8 7 (87.5) 0.2 (0.0, NE) 0.276 (0.090, 0.851) 0.0178 

   No 200 196 (98.0) 0.5 (0.4, 0.7) 90 88 (97.8) 0.2 (0.1, 0.3) 0.379 (0.290, 0.497) <0.0001 

   Interaction        0.8458 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 25 (96.2) 0.5 (0.2, 0.7) 15 14 (93.3) 0.1 (0.1, 0.2) 0.355 (0.172, 0.732) 0.0038 

   No 187 184 (98.4) 0.5 (0.4, 0.7) 83 81 (97.6) 0.2 (0.2, 0.3) 0.382 (0.289, 0.505) <0.0001 

   Interaction        0.5081 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 53 (38.1) 19.7 (7.6, 35.0) 61 40 (65.6) 0.9 (0.3, 2.9) 0.312 (0.204, 0.476) <0.0001 

   Age >= 65 Years 74 38 (51.4) 13.9 (5.7, 21.7) 37 31 (83.8) 0.3 (0.3, 1.0) 0.189 (0.110, 0.324) <0.0001 

   Interaction        0.2414 

 

Sex         

   Male 166 72 (43.4) 15.9 (10.7, 21.7) 71 52 (73.2) 0.4 (0.3, 1.5) 0.290 (0.200, 0.420) <0.0001 

   Female 47 19 (40.4) 19.1 (7.3, 32.2) 27 19 (70.4) 0.3 (0.3, 1.0) 0.226 (0.115, 0.445) <0.0001 

   Interaction        0.4635 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-tteae-subgrp.sas  23AUG2024 04:46  t-14-03-01-02-01-01-s-tteae-subgrp-cl.rtf 

5633



Protocol BGB-A317-303 Page 9 of 28 
 

Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 67 (40.1) 19.1 (10.2, 32.2) 84 63 (75.0) 0.3 (0.3, 1.0) 0.243 (0.169, 0.349) <0.0001 

   White 38 19 (50.0) 15.5 (4.2, 28.9) 12 6 (50.0) 2.0 (0.3, NE) 0.620 (0.244, 1.573) 0.3341 

   Other 8 5 (62.5) 13.9 (1.0, NE) 2 2 (100.0) 0.4 (0.3, NE) 0.000 (0.000, NE) 0.0009 

   Interaction        0.1005 

 

Region         

   China 167 67 (40.1) 19.1 (10.2, 32.2) 84 63 (75.0) 0.3 (0.3, 1.0) 0.243 (0.169, 0.349) <0.0001 

   Europe 32 15 (46.9) 12.5 (3.4, 28.9) 12 6 (50.0) 2.0 (0.3, NE) 0.625 (0.240, 1.629) 0.3592 

   Other 14 9 (64.3) 13.9 (1.4, NE) 2 2 (100.0) 0.4 (0.3, NE) 0.045 (0.004, 0.512) 0.0004 

   Interaction        0.1258 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 25 (50.0) 18.8 (3.6, 26.7) 16 15 (93.8) 0.3 (0.2, 0.4) 0.067 (0.028, 0.158) <0.0001 

   1 163 66 (40.5) 15.9 (10.7, 32.2) 82 56 (68.3) 0.9 (0.3, 1.6) 0.313 (0.217, 0.452) <0.0001 

   Interaction        0.0169 

 

Smoking Status         

   Current or Former 153 66 (43.1) 15.9 (10.7, 21.7) 61 45 (73.8) 0.8 (0.3, 1.6) 0.253 (0.168, 0.379) <0.0001 

   Never 60 25 (41.7) 19.7 (7.3, 32.2) 37 26 (70.3) 0.3 (0.3, 1.0) 0.283 (0.159, 0.503) <0.0001 

   Interaction        0.9225 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-tteae-subgrp.sas  23AUG2024 04:46  t-14-03-01-02-01-01-s-tteae-subgrp-cl.rtf 

5635



Protocol BGB-A317-303 Page 11 of 28 
 

Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 52 (41.6) 15.9 (7.6, 32.2) 59 40 (67.8) 0.5 (0.3, 1.6) 0.289 (0.188, 0.445) <0.0001 

   Squamous 88 39 (44.3) 16.4 (3.4, 21.7) 39 31 (79.5) 0.3 (0.3, 1.1) 0.233 (0.140, 0.385) <0.0001 

   Interaction        0.6331 

 

EGFR mutation at baseline         

   Wild type 143 59 (41.3) 19.0 (11.4, 28.9) 71 48 (67.6) 0.5 (0.3, 1.6) 0.275 (0.184, 0.410) <0.0001 

   Unknown 70 32 (45.7) 16.4 (2.6, NE) 27 23 (85.2) 0.3 (0.3, 1.1) 0.230 (0.131, 0.405) <0.0001 

   Interaction        0.6559 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 43 (39.8) 19.1 (10.7, 32.2) 46 31 (67.4) 0.4 (0.3, 1.6) 0.202 (0.119, 0.343) <0.0001 

   Unknown 105 48 (45.7) 12.5 (3.4, 21.7) 52 40 (76.9) 0.3 (0.3, 1.5) 0.325 (0.212, 0.498) <0.0001 

   Interaction        0.2415 

 

Line of therapy         

   Second 179 74 (41.3) 18.8 (11.4, 28.9) 84 59 (70.2) 0.8 (0.3, 1.6) 0.289 (0.202, 0.412) <0.0001 

   Third 34 17 (50.0) 10.7 (1.5, 21.7) 14 12 (85.7) 0.3 (0.2, 0.4) 0.097 (0.037, 0.254) <0.0001 

   Interaction        0.0819 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 8 (24.2) NR (19.0, NE) 8 5 (62.5) 0.7 (0.2, NE) 0.238 (0.077, 0.733) 0.0071 

   Metastatic 180 83 (46.1) 15.5 (7.6, 19.7) 90 66 (73.3) 0.3 (0.3, 1.0) 0.270 (0.192, 0.382) <0.0001 

   Interaction        0.8745 

 

Brain metastases at baseline         

   Yes 13 6 (46.2) 35.0 (0.7, NE) 8 4 (50.0) NR (0.3, NE) 0.415 (0.109, 1.584) 0.1841 

   No 200 85 (42.5) 16.4 (10.7, 21.7) 90 67 (74.4) 0.3 (0.3, 1.0) 0.250 (0.179, 0.351) <0.0001 

   Interaction        0.1819 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 15 (57.7) 2.6 (0.7, NE) 15 13 (86.7) 0.3 (0.2, 0.8) 0.263 (0.121, 0.575) 0.0004 

   No 187 76 (40.6) 19.0 (13.9, 26.7) 83 58 (69.9) 0.5 (0.3, 1.6) 0.268 (0.187, 0.383) <0.0001 

   Interaction        0.9252 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 40 (28.8) 39.4 (21.6, NE) 61 14 (23.0) NR (NE, NE) 0.922 (0.497, 1.711) 0.8104 

   Age >= 65 Years 74 32 (43.2) 17.5 (11.4, 48.2) 37 12 (32.4) NR (2.6, NE) 0.882 (0.447, 1.738) 0.7178 

   Interaction        0.9997 

 

Sex         

   Male 166 61 (36.7) 18.8 (12.5, 44.3) 71 20 (28.2) NR (2.7, NE) 0.891 (0.533, 1.490) 0.6654 

   Female 47 11 (23.4) 48.5 (15.5, NE) 27 6 (22.2) NR (NE, NE) 0.792 (0.290, 2.160) 0.6591 

   Interaction        0.7738 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 54 (32.3) 22.4 (16.6, 48.2) 84 23 (27.4) NR (NE, NE) 0.817 (0.496, 1.345) 0.4343 

   White 38 15 (39.5) 26.7 (11.4, NE) 12 3 (25.0) NR (0.3, NE) 1.165 (0.333, 4.072) 0.8129 

   Other 8 3 (37.5) NR (1.4, NE) 2 0 (0.0) NR (NE, NE) 33944282.931 (0.000, 

NE) 

0.4029 

   Interaction        0.8760 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 54 (32.3) 22.4 (16.6, 48.2) 84 23 (27.4) NR (NE, NE) 0.817 (0.496, 1.345) 0.4343 

   Europe 32 11 (34.4) 26.7 (11.4, NE) 12 3 (25.0) NR (0.3, NE) 1.078 (0.299, 3.887) 0.9118 

   Other 14 7 (50.0) 17.5 (2.0, NE) 2 0 (0.0) NR (NE, NE) 15972483.255 (0.000, 

NE) 

0.1836 

   Interaction        0.9306 

 

ECOG performance-status score         

   0 50 18 (36.0) 21.6 (4.2, NE) 16 3 (18.8) NR (NE, NE) 1.344 (0.393, 4.591) 0.6383 

   1 163 54 (33.1) 39.4 (15.5, 48.5) 82 23 (28.0) NR (4.2, NE) 0.827 (0.502, 1.362) 0.4648 

   Interaction        0.3070 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 57 (37.3) 18.0 (12.5, 44.3) 61 17 (27.9) NR (2.7, NE) 0.844 (0.485, 1.471) 0.5511 

   Never 60 15 (25.0) 48.5 (21.6, NE) 37 9 (24.3) NR (NE, NE) 0.833 (0.362, 1.916) 0.6889 

   Interaction        0.8056 

 

Histology         

   Non-squamous 125 41 (32.8) 26.7 (16.6, NE) 59 11 (18.6) NR (NE, NE) 1.461 (0.749, 2.850) 0.2565 

   Squamous 88 31 (35.2) 18.8 (14.4, 48.2) 39 15 (38.5) 4.2 (1.7, NE) 0.447 (0.231, 0.866) 0.0145 

   Interaction        0.0248 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 45 (31.5) 26.7 (17.5, NE) 71 15 (21.1) NR (NE, NE) 1.132 (0.628, 2.040) 0.6699 

   Unknown 70 27 (38.6) 18.0 (10.3, NE) 27 11 (40.7) 2.6 (1.1, NE) 0.494 (0.236, 1.036) 0.0575 

   Interaction        0.1284 

 

ALK rearrangement at baseline         

   Wild type 108 29 (26.9) 39.4 (21.6, NE) 46 10 (21.7) NR (NE, NE) 0.717 (0.335, 1.533) 0.3900 

   Unknown 105 43 (41.0) 17.5 (5.7, 48.2) 52 16 (30.8) NR (2.7, NE) 1.101 (0.619, 1.956) 0.7342 

   Interaction        0.3549 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 57 (31.8) 26.7 (17.5, 48.2) 84 21 (25.0) NR (NE, NE) 0.936 (0.565, 1.551) 0.8038 

   Third 34 15 (44.1) 14.4 (4.2, NE) 14 5 (35.7) 2.7 (0.3, NE) 0.736 (0.259, 2.098) 0.5747 

   Interaction        0.6893 

 

Disease Stage         

   Locally advanced 33 8 (24.2) 21.6 (10.3, NE) 8 1 (12.5) NR (0.2, NE) 1.730 (0.215, 13.905) 0.6016 

   Metastatic 180 64 (35.6) 22.4 (15.5, 48.2) 90 25 (27.8) NR (NE, NE) 0.908 (0.569, 1.451) 0.6998 

   Interaction        0.5707 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 6 (46.2) 22.4 (1.5, NE) 8 3 (37.5) NR (0.3, NE) 0.973 (0.239, 3.970) 0.9597 

   No 200 66 (33.0) 26.7 (16.6, 48.2) 90 23 (25.6) NR (NE, NE) 0.914 (0.565, 1.478) 0.7232 

   Interaction        0.8950 

 

Liver metastases at baseline         

   Yes 26 10 (38.5) 11.4 (2.6, NE) 15 3 (20.0) NR (0.4, NE) 1.400 (0.371, 5.287) 0.6107 

   No 187 62 (33.2) 26.7 (17.5, 48.5) 83 23 (27.7) NR (NE, NE) 0.850 (0.524, 1.379) 0.5174 

   Interaction        0.3741 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 10 (7.2) NR (NE, NE) 61 6 (9.8) NR (NE, NE) 0.587 (0.212, 1.624) 0.3007 

   Age >= 65 Years 74 13 (17.6) NR (17.5, NE) 37 7 (18.9) NR (3.9, NE) 0.628 (0.244, 1.617) 0.3298 

   Interaction        0.9184 

 

Sex         

   Male 166 21 (12.7) NR (NE, NE) 71 11 (15.5) NR (NE, NE) 0.569 (0.270, 1.200) 0.1337 

   Female 47 2 (4.3) NR (NE, NE) 27 2 (7.4) NR (NE, NE) 0.501 (0.070, 3.570) 0.4817 

   Interaction        0.8498 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 14 (8.4) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.424 (0.193, 0.931) 0.0280 

   White 38 7 (18.4) NR (15.1, NE) 12 1 (8.3) NR (2.7, NE) 1.824 (0.221, 15.023) 0.5722 

   Other 8 2 (25.0) NR (1.0, NE) 2 0 (0.0) NR (NE, NE) 36742681.672 (0.000, 

NE) 

0.4452 

   Interaction        0.4035 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 14 (8.4) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.424 (0.193, 0.931) 0.0280 

   Europe 32 6 (18.8) NR (12.5, NE) 12 1 (8.3) NR (2.7, NE) 1.803 (0.214, 15.201) 0.5849 

   Other 14 3 (21.4) NR (17.5, NE) 2 0 (0.0) NR (NE, NE) 11777319.505 (0.000, 

NE) 

0.4601 

   Interaction        0.3904 

 

ECOG performance-status score         

   0 50 7 (14.0) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 1.687 (0.206, 13.796) 0.6218 

   1 163 16 (9.8) NR (NE, NE) 82 12 (14.6) NR (NE, NE) 0.492 (0.229, 1.056) 0.0633 

   Interaction        0.2835 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 20 (13.1) NR (NE, NE) 61 10 (16.4) NR (NE, NE) 0.516 (0.236, 1.130) 0.0921 

   Never 60 3 (5.0) NR (NE, NE) 37 3 (8.1) NR (NE, NE) 0.559 (0.113, 2.778) 0.4712 

   Interaction        0.9336 

 

Histology         

   Non-squamous 125 13 (10.4) NR (NE, NE) 59 4 (6.8) NR (NE, NE) 1.223 (0.396, 3.775) 0.7256 

   Squamous 88 10 (11.4) NR (NE, NE) 39 9 (23.1) NR (3.9, NE) 0.326 (0.128, 0.831) 0.0137 

   Interaction        0.0499 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 15 (10.5) NR (NE, NE) 71 7 (9.9) NR (NE, NE) 0.803 (0.324, 1.991) 0.6351 

   Unknown 70 8 (11.4) NR (NE, NE) 27 6 (22.2) NR (3.9, NE) 0.342 (0.114, 1.028) 0.0454 

   Interaction        0.2012 

 

ALK rearrangement at baseline         

   Wild type 108 7 (6.5) NR (NE, NE) 46 5 (10.9) NR (NE, NE) 0.342 (0.100, 1.167) 0.0729 

   Unknown 105 16 (15.2) NR (17.5, NE) 52 8 (15.4) NR (NE, NE) 0.856 (0.366, 2.003) 0.7181 

   Interaction        0.2326 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 18 (10.1) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.539 (0.257, 1.127) 0.0957 

   Third 34 5 (14.7) NR (16.4, NE) 14 1 (7.1) NR (2.7, NE) 1.045 (0.108, 10.073) 0.9695 

   Interaction        0.4044 

 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (NE, NE) 8 1 (12.5) NR (0.3, NE) 0.643 (0.067, 6.205) 0.7000 

   Metastatic 180 20 (11.1) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.601 (0.290, 1.246) 0.1666 

   Interaction        0.9977 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.1.1.s: 

Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE Leading to Treatment Discontinuation 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (2.6, NE) 0.424 (0.026, 6.911) 0.5347 

   No 200 22 (11.0) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.594 (0.290, 1.216) 0.1500 

   Interaction        0.9616 

 

Liver metastases at baseline         

   Yes 26 4 (15.4) NR (15.1, NE) 15 1 (6.7) NR (NE, NE) 1.678 (0.174, 16.139) 0.6506 

   No 187 19 (10.2) NR (NE, NE) 83 12 (14.5) NR (NE, NE) 0.503 (0.242, 1.047) 0.0610 

   Interaction        0.2272 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 139, events = 135, Median: 0.4, 95% CI: 0.3 - 0.7

Docetaxel: n = 61, events = 58, Median: 0.3, 95% CI: 0.2 - 0.3

HR (95% CI): 0.494 (0.358, 0.683)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 74, events = 74, Median: 0.6, 95% CI: 0.5 - 0.8

Docetaxel: n = 37, events = 37, Median: 0.1, 95% CI: 0.1 - 0.2

HR (95% CI): 0.204 (0.127, 0.327)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 167, events = 165, Median: 0.5, 95% CI: 0.3 - 0.7

Docetaxel: n = 84, events = 82, Median: 0.2, 95% CI: 0.1 - 0.3

HR (95% CI): 0.343 (0.256, 0.459)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 38, events = 36, Median: 0.5, 95% CI: 0.3 - 1.0

Docetaxel: n = 12, events = 11, Median: 0.3, 95% CI: 0.1 - 0.5

HR (95% CI): 0.604 (0.301, 1.209)

Log-rank test p-value: 0.1607

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 8, events = 8, Median: 0.7, 95% CI: 0.1 - 1.4

Docetaxel: n = 2, events = 2, Median: 0.0, 95% CI: 0.0 - NE

HR (95% CI): 0.061 (0.005, 0.723)

Log-rank test p-value: 0.0062

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 50, events = 25, Median: 18.8, 95% CI: 3.6 - 26.7

Docetaxel: n = 16, events = 15, Median: 0.3, 95% CI: 0.2 - 0.4

HR (95% CI): 0.067 (0.028, 0.158)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 163, events = 66, Median: 15.9, 95% CI: 10.7 - 32.2

Docetaxel: n = 82, events = 56, Median: 0.9, 95% CI: 0.3 - 1.6

HR (95% CI): 0.313 (0.217, 0.452)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 125, events = 41, Median: 26.7, 95% CI: 16.6 - NE

Docetaxel: n = 59, events = 11, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.461 (0.749, 2.850)

Log-rank test p-value: 0.2565

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 88, events = 31, Median: 18.8, 95% CI: 14.4 - 48.2

Docetaxel: n = 39, events = 15, Median: 4.2, 95% CI: 1.7 - NE

HR (95% CI): 0.447 (0.231, 0.866)

Log-rank test p-value: 0.0145

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 125, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 59, events = 4, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.223 (0.396, 3.775)

Log-rank test p-value: 0.7256

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.1.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 88, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 39, events = 9, Median: NR, 95% CI: 3.9 - NE

HR (95% CI): 0.326 (0.128, 0.831)

Log-rank test p-value: 0.0137

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-tteae-subgrp.sas  23AUG2024 01:52  f-14-03-01-01-s-km-tteae-subgrp-cl.rtf 

 

5664



Protocol BGB-A317-303 Page 1 of 12 

 

Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Blood and lymphatic system disorders 213 72 (33.8) NR (13.4, NE) 98 69 (70.4) 0.7 (0.3, 1.0) 0.236 (0.166, 0.336) <0.0001 

   Anaemia 213 59 (27.7) NR (16.6, NE) 98 47 (48.0) 4.6 (1.7, 20.8) 0.372 (0.249, 0.556) <0.0001 

   Febrile neutropenia 213 0 (0.0) NR (NE, NE) 98 16 (16.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Leukopenia 213 9 (4.2) NR (NE, NE) 98 30 (30.6) NR (7.2, NE) 0.087 (0.038, 0.199) <0.0001 

   Neutropenia 213 5 (2.3) NR (NE, NE) 98 29 (29.6) NR (NE, NE) 0.051 (0.018, 0.145) <0.0001 

 

Cardiac disorders 213 21 (9.9) NR (NE, NE) 98 10 (10.2) NR (NE, NE) 0.812 (0.376, 1.753) 0.5941 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Endocrine disorders 213 35 (16.4) NR (37.0, NE) 98 0 (0.0) NR (NE, NE) 15265511.758 (0.000, 

NE) 

0.0005 

   Hyperthyroidism 213 10 (4.7) NR (NE, NE) 98 0 (0.0) NR (NE, NE) 14391384.838 (0.000, 

NE) 

0.0897 

   Hypothyroidism 213 28 (13.1) NR (30.4, NE) 98 0 (0.0) NR (NE, NE) 15027219.688 (0.000, 

NE) 

0.0019 

 

Eye disorders 213 15 (7.0) NR (39.6, NE) 98 0 (0.0) NR (NE, NE) 14947982.736 (0.000, 

NE) 

0.0346 

 

Gastrointestinal disorders 213 86 (40.4) 14.5 (7.4, 20.4) 98 53 (54.1) 2.1 (1.0, 10.6) 0.464 (0.324, 0.662) <0.0001 

   Constipation 213 30 (14.1) NR (NE, NE) 98 13 (13.3) NR (NE, NE) 0.832 (0.429, 1.615) 0.5882 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Diarrhoea 213 21 (9.9) NR (NE, NE) 98 14 (14.3) NR (NE, NE) 0.479 (0.237, 0.969) 0.0366 

   Nausea 213 25 (11.7) NR (NE, NE) 98 18 (18.4) NR (10.6, NE) 0.506 (0.271, 0.943) 0.0290 

   Vomiting 213 17 (8.0) NR (48.5, NE) 98 9 (9.2) NR (NE, NE) 0.672 (0.293, 1.541) 0.3447 

 

General disorders and administration site 

conditions 

213 103 (48.4) 6.2 (5.1, 11.1) 98 53 (54.1) 3.4 (1.3, 5.9) 0.609 (0.433, 0.858) 0.0042 

   Asthenia 213 33 (15.5) NR (NE, NE) 98 22 (22.4) NR (NE, NE) 0.496 (0.284, 0.865) 0.0120 

   Chest discomfort 213 10 (4.7) NR (NE, NE) 98 2 (2.0) NR (NE, NE) 1.738 (0.370, 8.153) 0.4811 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Fatigue 213 18 (8.5) NR (NE, NE) 98 10 (10.2) NR (NE, NE) 0.639 (0.290, 1.410) 0.2640 

   Malaise 213 16 (7.5) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 1.070 (0.417, 2.750) 0.8878 

   Non-cardiac chest pain 213 10 (4.7) NR (NE, NE) 98 4 (4.1) NR (NE, NE) 1.076 (0.337, 3.434) 0.9013 

   Pyrexia 213 32 (15.0) NR (NE, NE) 98 11 (11.2) NR (22.9, NE) 1.132 (0.564, 2.272) 0.7296 

 

Hepatobiliary disorders 213 11 (5.2) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 0.575 (0.202, 1.641) 0.2954 

 

Infections and infestations 213 63 (29.6) 21.7 (17.2, 39.4) 98 30 (30.6) 10.0 (4.2, NE) 0.624 (0.397, 0.979) 0.0384 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Pneumonia 213 28 (13.1) NR (39.4, NE) 98 12 (12.2) NR (NE, NE) 0.729 (0.362, 1.467) 0.3731 

   Upper respiratory tract infection 213 17 (8.0) NR (NE, NE) 98 14 (14.3) NR (10.0, NE) 0.374 (0.180, 0.779) 0.0063 

 

Investigations 213 128 (60.1) 2.2 (1.8, 4.0) 98 63 (64.3) 1.0 (0.7, 1.6) 0.632 (0.465, 0.859) 0.0036 

   Alanine aminotransferase increased 213 53 (24.9) 32.2 (19.8, NE) 98 18 (18.4) NR (NE, NE) 1.092 (0.634, 1.881) 0.7470 

   Aspartate aminotransferase increased 213 47 (22.1) 44.3 (21.4, NE) 98 16 (16.3) NR (NE, NE) 1.025 (0.575, 1.828) 0.9360 

   Blood alkaline phosphatase increased 213 17 (8.0) NR (NE, NE) 98 5 (5.1) NR (22.8, NE) 1.268 (0.461, 3.488) 0.6439 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Blood bilirubin increased 213 14 (6.6) NR (NE, NE) 98 11 (11.2) NR (NE, NE) 0.416 (0.183, 0.949) 0.0318 

   Blood creatine phosphokinase 

increased 

213 22 (10.3) NR (44.3, NE) 98 1 (1.0) NR (NE, NE) 7.543 (1.009, 56.410) 0.0205 

   Blood creatinine increased 213 13 (6.1) NR (NE, NE) 98 5 (5.1) 39.8 (22.1, NE) 0.821 (0.284, 2.378) 0.7169 

   Blood lactate dehydrogenase increased 213 15 (7.0) NR (NE, NE) 98 5 (5.1) NR (NE, NE) 1.211 (0.437, 3.350) 0.7136 

   Blood thyroid stimulating hormone 

increased 

213 16 (7.5) NR (NE, NE) 98 2 (2.0) NR (NE, NE) 2.209 (0.496, 9.840) 0.2861 

   Blood urea increased 213 10 (4.7) NR (NE, NE) 98 2 (2.0) NR (10.6, NE) 1.790 (0.385, 8.319) 0.4515 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Gamma-glutamyltransferase increased 213 13 (6.1) NR (NE, NE) 98 7 (7.1) NR (NE, NE) 0.726 (0.286, 1.840) 0.4990 

   Lymphocyte count decreased 213 13 (6.1) NR (NE, NE) 98 7 (7.1) NR (NE, NE) 0.761 (0.299, 1.936) 0.5726 

   Neutrophil count decreased 213 5 (2.3) NR (NE, NE) 98 39 (39.8) NR (2.5, NE) 0.035 (0.012, 0.098) <0.0001 

   Weight decreased 213 41 (19.2) 42.1 (28.9, NE) 98 9 (9.2) NR (NE, NE) 1.396 (0.668, 2.920) 0.3696 

   White blood cell count decreased 213 8 (3.8) NR (NE, NE) 98 33 (33.7) NR (3.9, NE) 0.089 (0.041, 0.192) <0.0001 

 

Metabolism and nutrition disorders 213 106 (49.8) 7.3 (4.8, 13.5) 98 42 (42.9) 14.9 (2.1, NE) 0.880 (0.611, 1.266) 0.4964 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Decreased appetite 213 42 (19.7) NR (NE, NE) 98 22 (22.4) NR (10.8, NE) 0.675 (0.398, 1.147) 0.1445 

   Hyperglycaemia 213 22 (10.3) NR (NE, NE) 98 14 (14.3) NR (14.9, NE) 0.591 (0.300, 1.164) 0.1241 

   Hypoalbuminaemia 213 28 (13.1) NR (NE, NE) 98 14 (14.3) NR (NE, NE) 0.719 (0.373, 1.384) 0.3212 

   Hypocalcaemia 213 12 (5.6) NR (NE, NE) 98 7 (7.1) NR (22.9, NE) 0.723 (0.284, 1.841) 0.4957 

   Hypokalaemia 213 16 (7.5) NR (NE, NE) 98 3 (3.1) NR (NE, NE) 1.626 (0.464, 5.701) 0.4438 

   Hyponatraemia 213 16 (7.5) NR (NE, NE) 98 13 (13.3) NR (NE, NE) 0.347 (0.156, 0.769) 0.0065 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Musculoskeletal and connective tissue 

disorders 

213 61 (28.6) NR (18.1, NE) 98 28 (28.6) NR (4.9, NE) 0.855 (0.544, 1.346) 0.5000 

   Arthralgia 213 24 (11.3) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 1.453 (0.587, 3.598) 0.4163 

   Back pain 213 16 (7.5) NR (NE, NE) 98 7 (7.1) NR (NE, NE) 0.971 (0.399, 2.364) 0.9472 

   Pain in extremity 213 10 (4.7) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 0.699 (0.254, 1.925) 0.4858 

 

Neoplasms benign, malignant and 

unspecified (incl cysts and polyps) 

213 11 (5.2) NR (NE, NE) 98 5 (5.1) NR (NE, NE) 0.770 (0.262, 2.267) 0.6344 

 

Nervous system disorders 213 29 (13.6) NR (NE, NE) 98 22 (22.4) 7.4 (6.2, NE) 0.408 (0.229, 0.727) 0.0017 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Psychiatric disorders 213 17 (8.0) NR (NE, NE) 98 14 (14.3) NR (10.1, NE) 0.395 (0.190, 0.819) 0.0099 

   Insomnia 213 12 (5.6) NR (NE, NE) 98 11 (11.2) NR (11.8, NE) 0.356 (0.153, 0.832) 0.0130 

 

Renal and urinary disorders 213 19 (8.9) NR (NE, NE) 98 9 (9.2) NR (22.5, NE) 0.763 (0.339, 1.719) 0.5128 

 

Respiratory, thoracic and mediastinal 

disorders 

213 116 (54.5) 4.6 (2.6, 8.0) 98 41 (41.8) 7.6 (2.6, NE) 1.106 (0.769, 1.590) 0.5900 

   Cough 213 52 (24.4) 48.2 (19.7, NE) 98 19 (19.4) NR (7.6, NE) 1.007 (0.591, 1.717) 0.9798 

   Dyspnoea 213 31 (14.6) NR (NE, NE) 98 9 (9.2) NR (13.4, NE) 1.359 (0.645, 2.867) 0.4183 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Haemoptysis 213 25 (11.7) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 1.519 (0.616, 3.745) 0.3604 

   Pleural effusion 213 10 (4.7) NR (NE, NE) 98 2 (2.0) NR (NE, NE) 2.139 (0.467, 9.789) 0.3157 

   Pneumonitis 213 10 (4.7) NR (NE, NE) 98 0 (0.0) NR (NE, NE) 14541729.586 (0.000, 

NE) 

0.1228 

   Productive cough 213 13 (6.1) NR (NE, NE) 98 10 (10.2) NR (NE, NE) 0.514 (0.225, 1.175) 0.1094 

 

Skin and subcutaneous tissue disorders 213 35 (16.4) NR (NE, NE) 98 60 (61.2) 1.0 (0.6, 2.4) 0.106 (0.067, 0.170) <0.0001 

   Alopecia 213 2 (0.9) NR (NE, NE) 98 52 (53.1) 1.6 (0.7, 5.1) 0.011 (0.003, 0.045) <0.0001 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.2.1: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

   Pruritus 213 15 (7.0) NR (NE, NE) 98 2 (2.0) NR (NE, NE) 2.107 (0.468, 9.497) 0.3210 

   Rash 213 10 (4.7) NR (NE, NE) 98 4 (4.1) NR (NE, NE) 0.885 (0.271, 2.892) 0.8397 

 

Vascular disorders 213 11 (5.2) NR (NE, NE) 98 6 (6.1) NR (22.9, NE) 0.516 (0.180, 1.478) 0.2106 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.3.1: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Blood and lymphatic system disorders 213 14 (6.6) NR (NE, NE) 98 45 (45.9) 4.6 (1.6, NE) 0.092 (0.049, 0.173) <0.0001 

   Anaemia 213 10 (4.7) NR (NE, NE) 98 6 (6.1) NR (14.8, NE) 0.683 (0.246, 1.894) 0.4620 

   Febrile neutropenia 213 0 (0.0) NR (NE, NE) 98 16 (16.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Leukopenia 213 1 (0.5) NR (NE, NE) 98 17 (17.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Neutropenia 213 2 (0.9) NR (NE, NE) 98 26 (26.5) NR (7.2, NE) 0.028 (0.007, 0.117) <0.0001 

 

General disorders and administration site 

conditions 

213 9 (4.2) NR (NE, NE) 98 9 (9.2) NR (NE, NE) 0.375 (0.144, 0.973) 0.0366 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.3.1: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Infections and infestations 213 19 (8.9) NR (48.5, NE) 98 16 (16.3) NR (10.0, NE) 0.372 (0.186, 0.744) 0.0036 

   Pneumonia 213 14 (6.6) NR (NE, NE) 98 9 (9.2) NR (NE, NE) 0.517 (0.219, 1.222) 0.1260 

   Upper respiratory tract infection 213 2 (0.9) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 0.121 (0.024, 0.606) 0.0023 

 

Investigations 213 15 (7.0) NR (NE, NE) 98 36 (36.7) NR (5.4, NE) 0.131 (0.070, 0.244) <0.0001 

   Neutrophil count decreased 213 2 (0.9) NR (NE, NE) 98 28 (28.6) NR (NE, NE) 0.013 (0.002, 0.095) <0.0001 

   White blood cell count decreased 213 1 (0.5) NR (NE, NE) 98 25 (25.5) NR (NE, NE) 0.015 (0.002, 0.109) <0.0001 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.3.1: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Metabolism and nutrition disorders 213 14 (6.6) NR (NE, NE) 98 13 (13.3) NR (NE, NE) 0.450 (0.211, 0.960) 0.0341 

   Hyponatraemia 213 3 (1.4) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 0.221 (0.055, 0.883) 0.0192 

 

Respiratory, thoracic and mediastinal 

disorders 

213 22 (10.3) NR (NE, NE) 98 5 (5.1) NR (NE, NE) 1.787 (0.672, 4.750) 0.2387 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.2.4.1: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

System Organ Class 

       Preferred Term 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Blood and lymphatic system disorders 213 4 (1.9) NR (NE, NE) 98 12 (12.2) NR (NE, NE) 0.134 (0.043, 0.418) <0.0001 

   Febrile neutropenia 213 0 (0.0) NR (NE, NE) 98 7 (7.1) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Neutropenia 213 0 (0.0) NR (NE, NE) 98 5 (5.1) NR (NE, NE) 0.000 (0.000, NE) 0.0006 

 

Infections and infestations 213 16 (7.5) NR (48.5, NE) 98 6 (6.1) NR (NE, NE) 0.794 (0.303, 2.084) 0.6395 

   Pneumonia 213 15 (7.0) NR (NE, NE) 98 6 (6.1) NR (NE, NE) 0.691 (0.257, 1.859) 0.4625 

 

Respiratory, thoracic and mediastinal 

disorders 

213 30 (14.1) NR (48.2, NE) 98 4 (4.1) NR (NE, NE) 2.871 (1.004, 8.207) 0.0395 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.2.10: 

Treatment-Emergent Adverse Events Leading to Treatment Discontinuation by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

System Organ Class 

    Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

Patients With at Least One Event 23 (10.8) 13 (13.3) 

 

Respiratory, thoracic and mediastinal disorders 10 (4.7) 0 (0.0) 

Pneumonitis 4 (1.9) 0 (0.0) 

Interstitial lung disease 2 (0.9) 0 (0.0) 

Acute respiratory failure 1 (0.5) 0 (0.0) 

Dyspnoea 1 (0.5) 0 (0.0) 

Immune-mediated lung disease 1 (0.5) 0 (0.0) 

Respiratory failure 1 (0.5) 0 (0.0) 

 

Infections and infestations 4 (1.9) 3 (3.1) 

Pneumonia 4 (1.9) 3 (3.1) 

 

General disorders and administration site conditions 3 (1.4) 3 (3.1) 

Asthenia 1 (0.5) 1 (1.0) 

Death 1 (0.5) 1 (1.0) 

Fatigue 1 (0.5) 0 (0.0) 

Pyrexia 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADAE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with multiple events for a given preferred term and system organ class were counted only once for each preferred term and system organ class, respectively. 

MedDRA Version: 24.0. 
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Table 14.3.1.2.10: 

Treatment-Emergent Adverse Events Leading to Treatment Discontinuation by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

System Organ Class 

    Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

Cardiac disorders 1 (0.5) 2 (2.0) 

Pericardial effusion 1 (0.5) 0 (0.0) 

Acute left ventricular failure 0 (0.0) 1 (1.0) 

Arrhythmia supraventricular 0 (0.0) 1 (1.0) 

 

Gastrointestinal disorders 1 (0.5) 1 (1.0) 

Immune-mediated enterocolitis 1 (0.5) 0 (0.0) 

Diarrhoea 0 (0.0) 1 (1.0) 

 

Hepatobiliary disorders 1 (0.5) 0 (0.0) 

Hepatic function abnormal 1 (0.5) 0 (0.0) 

 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (0.5) 0 (0.0) 

Cancer pain 1 (0.5) 0 (0.0) 

 

Nervous system disorders 1 (0.5) 0 (0.0) 

Cerebral artery occlusion 1 (0.5) 0 (0.0) 

 

Psychiatric disorders 1 (0.5) 0 (0.0) 

Depression 1 (0.5) 0 (0.0) 

 

Data Source: ADSL ADAE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with multiple events for a given preferred term and system organ class were counted only once for each preferred term and system organ class, respectively. 

MedDRA Version: 24.0. 
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Table 14.3.1.2.10: 

Treatment-Emergent Adverse Events Leading to Treatment Discontinuation by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

System Organ Class 

    Preferred Term  

Tislelizumab  

(N=213) 

 n (%) 

Docetaxel  

(N=98) 

 n (%) 

Renal and urinary disorders 1 (0.5) 0 (0.0) 

Chronic kidney disease 1 (0.5) 0 (0.0) 

 

Blood and lymphatic system disorders 0 (0.0) 1 (1.0) 

Neutropenia 0 (0.0) 1 (1.0) 

 

Investigations 0 (0.0) 1 (1.0) 

Neutrophil count decreased 0 (0.0) 1 (1.0) 

 

Metabolism and nutrition disorders 0 (0.0) 1 (1.0) 

Hyponatraemia 0 (0.0) 1 (1.0) 

 

Musculoskeletal and connective tissue disorders 0 (0.0) 1 (1.0) 

Spinal pain 0 (0.0) 1 (1.0) 

 

Data Source: ADSL ADAE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Patients with multiple events for a given preferred term and system organ class were counted only once for each preferred term and system organ class, respectively. 

MedDRA Version: 24.0. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 72, Median: NR, 95% CI: 13.4 - NE

Docetaxel: n = 98, events = 69, Median: 0.7, 95% CI: 0.3 - 1.0

HR (95% CI): 0.236 (0.166, 0.336)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 59, Median: NR, 95% CI: 16.6 - NE

Docetaxel: n = 98, events = 47, Median: 4.6, 95% CI: 1.7 - 20.8

HR (95% CI): 0.372 (0.249, 0.556)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 16, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.000 (0.000, NE)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 9, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 30, Median: NR, 95% CI: 7.2 - NE

HR (95% CI): 0.087 (0.038, 0.199)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 5, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 29, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.051 (0.018, 0.145)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 21, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.812 (0.376, 1.753)

Log-rank test p-value: 0.5941

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 35, Median: NR, 95% CI: 37.0 - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): 15265511.758 (0.000, NE)

Log-rank test p-value: 0.0005

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): 14391384.838 (0.000, NE)

Log-rank test p-value: 0.0897

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 28, Median: NR, 95% CI: 30.4 - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): 15027219.688 (0.000, NE)

Log-rank test p-value: 0.0019

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 15, Median: NR, 95% CI: 39.6 - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): 14947982.736 (0.000, NE)

Log-rank test p-value: 0.0346

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 86, Median: 14.5, 95% CI: 7.4 - 20.4

Docetaxel: n = 98, events = 53, Median: 2.1, 95% CI: 1.0 - 10.6

HR (95% CI): 0.464 (0.324, 0.662)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 30, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 13, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.832 (0.429, 1.615)

Log-rank test p-value: 0.5882

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Gastrointestinal disorders / PT - Diarrhoea

0 6 12 18 24 30 36 42 48 54 60 66

213 76 45 32 18 14 12 9 7 2 2 0

98 15 7 4 2 2 1 1 1 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 6 12 18 24 30 36 42 48 54 60 66

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 21, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 14, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.479 (0.237, 0.969)

Log-rank test p-value: 0.0366

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  22AUG2024 22:49  f-14-03-01-02-km-aesocpt-teae-cl.rtf 

5696



Protocol BGB-A317-303 Page 14 of 69 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 25, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 18, Median: NR, 95% CI: 10.6 - NE

HR (95% CI): 0.506 (0.271, 0.943)

Log-rank test p-value: 0.0290

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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0 6 12 18 24 30 36 42 48 54 60 66

213 79 47 33 21 18 15 12 7 2 2 0

98 18 8 5 3 3 2 2 1 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 6 12 18 24 30 36 42 48 54 60 66

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 17, Median: NR, 95% CI: 48.5 - NE

Docetaxel: n = 98, events = 9, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.672 (0.293, 1.541)

Log-rank test p-value: 0.3447

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 103, Median: 6.2, 95% CI: 5.1 - 11.1

Docetaxel: n = 98, events = 53, Median: 3.4, 95% CI: 1.3 - 5.9

HR (95% CI): 0.609 (0.433, 0.858)

Log-rank test p-value: 0.0042

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 33, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 22, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.496 (0.284, 0.865)

Log-rank test p-value: 0.0120

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  22AUG2024 22:49  f-14-03-01-02-km-aesocpt-teae-cl.rtf 

5700



Protocol BGB-A317-303 Page 18 of 69 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 2, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.738 (0.370, 8.153)

Log-rank test p-value: 0.4811

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 18, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.639 (0.290, 1.410)

Log-rank test p-value: 0.2640

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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0 6 12 18 24 30 36 42 48 54 60 66

213 81 50 36 23 20 17 14 8 2 2 0

98 19 8 5 3 3 2 2 1 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 6 12 18 24 30 36 42 48 54 60 66

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 16, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.070 (0.417, 2.750)

Log-rank test p-value: 0.8878

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - General disorders and administration site  conditions / PT - Non-cardiac chest pain
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 4, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.076 (0.337, 3.434)

Log-rank test p-value: 0.9013

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 32, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 11, Median: NR, 95% CI: 22.9 - NE

HR (95% CI): 1.132 (0.564, 2.272)

Log-rank test p-value: 0.7296

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Hepatobiliary disorders
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T islelizumab: n = 213, events = 11, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.575 (0.202, 1.641)

Log-rank test p-value: 0.2954

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 63, Median: 21.7, 95% CI: 17.2 - 39.4

Docetaxel: n = 98, events = 30, Median: 10.0, 95% CI: 4.2 - NE

HR (95% CI): 0.624 (0.397, 0.979)

Log-rank test p-value: 0.0384

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Infections and infestations / PT - Pneumonia
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T islelizumab: n = 213, events = 28, Median: NR, 95% CI: 39.4 - NE

Docetaxel: n = 98, events = 12, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.729 (0.362, 1.467)

Log-rank test p-value: 0.3731

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Infections and infestations / PT - Upper respiratory tract infection
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T islelizumab: n = 213, events = 17, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 14, Median: NR, 95% CI: 10.0 - NE

HR (95% CI): 0.374 (0.180, 0.779)

Log-rank test p-value: 0.0063

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations
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T islelizumab: n = 213, events = 128, Median: 2.2, 95% CI: 1.8 - 4.0

Docetaxel: n = 98, events = 63, Median: 1.0, 95% CI: 0.7 - 1.6

HR (95% CI): 0.632 (0.465, 0.859)

Log-rank test p-value: 0.0036

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Alanine aminotransferase increased
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T islelizumab: n = 213, events = 53, Median: 32.2, 95% CI: 19.8 - NE

Docetaxel: n = 98, events = 18, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.092 (0.634, 1.881)

Log-rank test p-value: 0.7470

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Aspartate  aminotransferase increased
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T islelizumab: n = 213, events = 47, Median: 44.3, 95% CI: 21.4 - NE

Docetaxel: n = 98, events = 16, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.025 (0.575, 1.828)

Log-rank test p-value: 0.9360

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood alkaline phosphatase increased
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T islelizumab: n = 213, events = 17, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 5, Median: NR, 95% CI: 22.8 - NE

HR (95% CI): 1.268 (0.461, 3.488)

Log-rank test p-value: 0.6439

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood bilirubin increased

0 6 12 18 24 30 36 42 48 54 60 66

213 82 49 34 23 20 17 13 7 2 2 0

98 17 8 5 3 3 2 2 1 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 6 12 18 24 30 36 42 48 54 60 66

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 11, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.416 (0.183, 0.949)

Log-rank test p-value: 0.0318

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  22AUG2024 22:49  f-14-03-01-02-km-aesocpt-teae-cl.rtf 

5714



Protocol BGB-A317-303 Page 32 of 69 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood creatine phosphokinase increased
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T islelizumab: n = 213, events = 22, Median: NR, 95% CI: 44.3 - NE

Docetaxel: n = 98, events = 1, Median: NR, 95% CI: NE - NE

HR (95% CI): 7.543 (1.009, 56.410)

Log-rank test p-value: 0.0205

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood creatinine increased
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 5, Median: 39.8, 95% CI: 22.1 - NE

HR (95% CI): 0.821 (0.284, 2.378)

Log-rank test p-value: 0.7169

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood lactate  dehydrogenase increased

0 6 12 18 24 30 36 42 48 54 60 66

213 76 47 34 22 19 16 13 8 2 2 0

98 19 8 5 3 3 2 2 1 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 6 12 18 24 30 36 42 48 54 60 66

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 15, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 5, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.211 (0.437, 3.350)

Log-rank test p-value: 0.7136

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood thyroid stimulating hormone increased
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T islelizumab: n = 213, events = 16, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 2, Median: NR, 95% CI: NE - NE

HR (95% CI): 2.209 (0.496, 9.840)

Log-rank test p-value: 0.2861

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Blood urea increased
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 2, Median: NR, 95% CI: 10.6 - NE

HR (95% CI): 1.790 (0.385, 8.319)

Log-rank test p-value: 0.4515

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Gamma-glutamyltransferase increased
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.726 (0.286, 1.840)

Log-rank test p-value: 0.4990

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Lymphocyte count decreased
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.761 (0.299, 1.936)

Log-rank test p-value: 0.5726

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Investigations / PT - Neutrophil count decreased
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T islelizumab: n = 213, events = 5, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 39, Median: NR, 95% CI: 2.5 - NE

HR (95% CI): 0.035 (0.012, 0.098)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 41, Median: 42.1, 95% CI: 28.9 - NE

Docetaxel: n = 98, events = 9, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.396 (0.668, 2.920)

Log-rank test p-value: 0.3696

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 8, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 33, Median: NR, 95% CI: 3.9 - NE

HR (95% CI): 0.089 (0.041, 0.192)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders
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T islelizumab: n = 213, events = 106, Median: 7.3, 95% CI: 4.8 - 13.5

Docetaxel: n = 98, events = 42, Median: 14.9, 95% CI: 2.1 - NE

HR (95% CI): 0.880 (0.611, 1.266)

Log-rank test p-value: 0.4964

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 42, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 22, Median: NR, 95% CI: 10.8 - NE

HR (95% CI): 0.675 (0.398, 1.147)

Log-rank test p-value: 0.1445

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders / PT - Hyperglycaemia
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T islelizumab: n = 213, events = 22, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 14, Median: NR, 95% CI: 14.9 - NE

HR (95% CI): 0.591 (0.300, 1.164)

Log-rank test p-value: 0.1241

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Metabolism and nutrition disorders / PT - Hypoalbuminaemia
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T islelizumab: n = 213, events = 28, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 14, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.719 (0.373, 1.384)

Log-rank test p-value: 0.3212

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 12, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: 22.9 - NE

HR (95% CI): 0.723 (0.284, 1.841)

Log-rank test p-value: 0.4957

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 16, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 3, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.626 (0.464, 5.701)

Log-rank test p-value: 0.4438

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  22AUG2024 22:49  f-14-03-01-02-km-aesocpt-teae-cl.rtf 

5730



Protocol BGB-A317-303 Page 48 of 69 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 16, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 13, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.347 (0.156, 0.769)

Log-rank test p-value: 0.0065

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Musculoskeletal and connective tissue disorders
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T islelizumab: n = 213, events = 61, Median: NR, 95% CI: 18.1 - NE

Docetaxel: n = 98, events = 28, Median: NR, 95% CI: 4.9 - NE

HR (95% CI): 0.855 (0.544, 1.346)

Log-rank test p-value: 0.5000

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 24, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.453 (0.587, 3.598)

Log-rank test p-value: 0.4163

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Musculoskeletal and connective tissue disorders / PT - Back pain
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T islelizumab: n = 213, events = 16, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.971 (0.399, 2.364)

Log-rank test p-value: 0.9472

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.699 (0.254, 1.925)

Log-rank test p-value: 0.4858

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Neoplasms benign, malignant and unspecified (incl cysts and polyps)
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T islelizumab: n = 213, events = 11, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 5, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.770 (0.262, 2.267)

Log-rank test p-value: 0.6344

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Nervous system disorders
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T islelizumab: n = 213, events = 29, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 22, Median: 7.4, 95% CI: 6.2 - NE

HR (95% CI): 0.408 (0.229, 0.727)

Log-rank test p-value: 0.0017

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  22AUG2024 22:49  f-14-03-01-02-km-aesocpt-teae-cl.rtf 

5737



Protocol BGB-A317-303 Page 55 of 69 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Psychiatric disorders
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T islelizumab: n = 213, events = 17, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 14, Median: NR, 95% CI: 10.1 - NE

HR (95% CI): 0.395 (0.190, 0.819)

Log-rank test p-value: 0.0099

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 12, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 11, Median: NR, 95% CI: 11.8 - NE

HR (95% CI): 0.356 (0.153, 0.832)

Log-rank test p-value: 0.0130

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  22AUG2024 22:49  f-14-03-01-02-km-aesocpt-teae-cl.rtf 

5739



Protocol BGB-A317-303 Page 57 of 69 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Renal and urinary disorders
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T islelizumab: n = 213, events = 19, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 9, Median: NR, 95% CI: 22.5 - NE

HR (95% CI): 0.763 (0.339, 1.719)

Log-rank test p-value: 0.5128

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 116, Median: 4.6, 95% CI: 2.6 - 8.0

Docetaxel: n = 98, events = 41, Median: 7.6, 95% CI: 2.6 - NE

HR (95% CI): 1.106 (0.769, 1.590)

Log-rank test p-value: 0.5900

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Cough
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T islelizumab: n = 213, events = 52, Median: 48.2, 95% CI: 19.7 - NE

Docetaxel: n = 98, events = 19, Median: NR, 95% CI: 7.6 - NE

HR (95% CI): 1.007 (0.591, 1.717)

Log-rank test p-value: 0.9798

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Dyspnoea
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T islelizumab: n = 213, events = 31, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 9, Median: NR, 95% CI: 13.4 - NE

HR (95% CI): 1.359 (0.645, 2.867)

Log-rank test p-value: 0.4183

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Haemoptysis
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T islelizumab: n = 213, events = 25, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.519 (0.616, 3.745)

Log-rank test p-value: 0.3604

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Pleural effusion
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 2, Median: NR, 95% CI: NE - NE

HR (95% CI): 2.139 (0.467, 9.789)

Log-rank test p-value: 0.3157

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  22AUG2024 22:49  f-14-03-01-02-km-aesocpt-teae-cl.rtf 

5745



Protocol BGB-A317-303 Page 63 of 69 

Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Pneumonitis
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): 14541729.586 (0.000, NE)

Log-rank test p-value: 0.1228

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Respiratory, thoracic and mediastinal disorders / PT - Productive cough
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 10, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.514 (0.225, 1.175)

Log-rank test p-value: 0.1094

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 35, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 60, Median: 1.0, 95% CI: 0.6 - 2.4

HR (95% CI): 0.106 (0.067, 0.170)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 52, Median: 1.6, 95% CI: 0.7 - 5.1

HR (95% CI): 0.011 (0.003, 0.045)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 15, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 2, Median: NR, 95% CI: NE - NE

HR (95% CI): 2.107 (0.468, 9.497)

Log-rank test p-value: 0.3210

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 4, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.885 (0.271, 2.892)

Log-rank test p-value: 0.8397

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.2: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Any TEAE: SO C - Vascular disorders
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T islelizumab: n = 213, events = 11, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: 22.9 - NE

HR (95% CI): 0.516 (0.180, 1.478)

Log-rank test p-value: 0.2106

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 45, Median: 4.6, 95% CI: 1.6 - NE

HR (95% CI): 0.092 (0.049, 0.173)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Blood and lymphatic system disorders / PT - Anaemia
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T islelizumab: n = 213, events = 10, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: 14.8 - NE

HR (95% CI): 0.683 (0.246, 1.894)

Log-rank test p-value: 0.4620

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Blood and lymphatic system disorders / PT - Febrile  neutropenia
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 16, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.000 (0.000, NE)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Blood and lymphatic system disorders / PT - Leukopenia

0 6 12 18 24 30 36 42 48 54 60 66

213 84 49 35 22 19 16 14 8 2 2 0

98 15 6 4 2 2 1 1 1 0 0 0

Time:

Tislelizumab

Docetaxel

Number of Patients at Risk:

0 6 12 18 24 30 36 42 48 54 60 66

Time (Months)

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

Su
rv

iv
al

 P
ro

ba
bi

li
ty

T islelizumab: n = 213, events = 1, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 17, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.000 (0.000, NE)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Blood and lymphatic system disorders / PT - Neutropenia
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T islelizumab: n = 213, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 26, Median: NR, 95% CI: 7.2 - NE

HR (95% CI): 0.028 (0.007, 0.117)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - General disorders and administration site  conditions
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T islelizumab: n = 213, events = 9, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 9, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.375 (0.144, 0.973)

Log-rank test p-value: 0.0366

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Infections and infestations
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T islelizumab: n = 213, events = 19, Median: NR, 95% CI: 48.5 - NE

Docetaxel: n = 98, events = 16, Median: NR, 95% CI: 10.0 - NE

HR (95% CI): 0.372 (0.186, 0.744)

Log-rank test p-value: 0.0036

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Infections and infestations / PT - Pneumonia
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T islelizumab: n = 213, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 9, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.517 (0.219, 1.222)

Log-rank test p-value: 0.1260

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Infections and infestations / PT - Upper respiratory tract infection
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T islelizumab: n = 213, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.121 (0.024, 0.606)

Log-rank test p-value: 0.0023

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Investigations
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T islelizumab: n = 213, events = 15, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 36, Median: NR, 95% CI: 5.4 - NE

HR (95% CI): 0.131 (0.070, 0.244)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Investigations / PT - Neutrophil count decreased
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T islelizumab: n = 213, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 28, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.013 (0.002, 0.095)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Investigations / PT - White  blood cell  count decreased
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T islelizumab: n = 213, events = 1, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 25, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.015 (0.002, 0.109)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Metabolism and nutrition disorders
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T islelizumab: n = 213, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 13, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.450 (0.211, 0.960)

Log-rank test p-value: 0.0341

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Metabolism and nutrition disorders / PT - Hyponatraemia
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T islelizumab: n = 213, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.221 (0.055, 0.883)

Log-rank test p-value: 0.0192

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.3: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

TEAE >= Grade 3: SO C - Respiratory, thoracic and mediastinal disorders
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T islelizumab: n = 213, events = 22, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 5, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.787 (0.672, 4.750)

Log-rank test p-value: 0.2387

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesocpt.sas  22AUG2024 22:49  f-14-03-01-03-km-aesocpt-gr3-cl.rtf 

 

5767



Protocol BGB-A317-303 Page 1 of 6 

Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Blood and lymphatic system disorders
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T islelizumab: n = 213, events = 4, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 12, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.134 (0.043, 0.418)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Blood and lymphatic system disorders / PT - Febrile  neutropenia
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.000 (0.000, NE)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Blood and lymphatic system disorders / PT - Neutropenia
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 5, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.000 (0.000, NE)

Log-rank test p-value: 0.0006

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Infections and infestations
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T islelizumab: n = 213, events = 16, Median: NR, 95% CI: 48.5 - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.794 (0.303, 2.084)

Log-rank test p-value: 0.6395

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Infections and infestations / PT - Pneumonia
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T islelizumab: n = 213, events = 15, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.691 (0.257, 1.859)

Log-rank test p-value: 0.4625

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.4: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Serious TEAE: SO C - Respiratory, thoracic and mediastinal disorders
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T islelizumab: n = 213, events = 30, Median: NR, 95% CI: 48.2 - NE

Docetaxel: n = 98, events = 4, Median: NR, 95% CI: NE - NE

HR (95% CI): 2.871 (1.004, 8.207)

Log-rank test p-value: 0.0395

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 45 (32.4) NR (10.0, NE) 61 41 (67.2) 0.9 (0.3, 1.7) 0.276 (0.179, 0.427) <0.0001 

   Age >= 65 Years 74 27 (36.5) 23.9 (5.7, NE) 37 28 (75.7) 0.5 (0.3, 1.2) 0.203 (0.116, 0.356) <0.0001 

   Interaction        0.4987 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 55 (33.1) NR (13.4, NE) 71 49 (69.0) 0.9 (0.3, 1.5) 0.241 (0.161, 0.361) <0.0001 

   Female 47 17 (36.2) 23.9 (3.4, NE) 27 20 (74.1) 0.7 (0.3, 1.4) 0.260 (0.133, 0.506) <0.0001 

   Interaction        0.7163 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 57 (34.1) NR (10.0, NE) 84 59 (70.2) 0.7 (0.3, 1.1) 0.260 (0.178, 0.379) <0.0001 

   White 38 12 (31.6) 23.9 (9.2, NE) 12 8 (66.7) 0.4 (0.3, NE) 0.187 (0.071, 0.496) 0.0003 

   Other 8 3 (37.5) NR (0.7, NE) 2 2 (100.0) 7.5 (0.3, NE) 0.314 (0.051, 1.932) 0.1879 

   Interaction        0.9438 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 57 (34.1) NR (10.0, NE) 84 59 (70.2) 0.7 (0.3, 1.1) 0.260 (0.178, 0.379) <0.0001 

   Europe 32 12 (37.5) 14.5 (3.4, NE) 12 8 (66.7) 0.4 (0.3, NE) 0.230 (0.087, 0.607) 0.0019 

   Other 14 3 (21.4) NR (6.2, NE) 2 2 (100.0) 7.5 (0.3, NE) 0.174 (0.028, 1.076) 0.0344 

   Interaction        0.8776 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 14 (28.0) 23.9 (13.4, NE) 16 12 (75.0) 0.6 (0.3, 14.8) 0.205 (0.093, 0.455) <0.0001 

   1 163 58 (35.6) NR (9.2, NE) 82 57 (69.5) 0.7 (0.3, 1.1) 0.268 (0.183, 0.392) <0.0001 

   Interaction        0.5615 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 48 (31.4) NR (13.4, NE) 61 44 (72.1) 0.5 (0.3, 1.0) 0.199 (0.129, 0.307) <0.0001 

   Never 60 24 (40.0) 14.5 (3.4, NE) 37 25 (67.6) 1.0 (0.4, 4.1) 0.382 (0.216, 0.676) 0.0007 

   Interaction        0.0730 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

5779



Protocol BGB-A317-303 Page 7 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 38 (30.4) NR (16.6, NE) 59 42 (71.2) 0.9 (0.4, 1.2) 0.225 (0.143, 0.354) <0.0001 

   Squamous 88 34 (38.6) 14.5 (5.6, NE) 39 27 (69.2) 0.4 (0.3, 1.7) 0.268 (0.157, 0.457) <0.0001 

   Interaction        0.6463 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 43 (30.1) NR (16.6, NE) 71 50 (70.4) 0.9 (0.4, 1.1) 0.223 (0.146, 0.340) <0.0001 

   Unknown 70 29 (41.4) 10.0 (3.9, NE) 27 19 (70.4) 0.3 (0.3, 1.7) 0.272 (0.147, 0.502) <0.0001 

   Interaction        0.5776 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 32 (29.6) NR (16.6, NE) 46 35 (76.1) 0.6 (0.3, 1.0) 0.173 (0.104, 0.288) <0.0001 

   Unknown 105 40 (38.1) 13.4 (5.7, NE) 52 34 (65.4) 1.0 (0.3, 2.2) 0.344 (0.216, 0.547) <0.0001 

   Interaction        0.0608 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 61 (34.1) 23.9 (10.0, NE) 84 58 (69.0) 0.9 (0.5, 1.5) 0.276 (0.190, 0.399) <0.0001 

   Third 34 11 (32.4) NR (3.9, NE) 14 11 (78.6) 0.3 (0.2, 1.4) 0.098 (0.037, 0.262) <0.0001 

   Interaction        0.0345 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 11 (33.3) NR (4.1, NE) 8 6 (75.0) 0.7 (0.2, NE) 0.211 (0.076, 0.587) 0.0012 

   Metastatic 180 61 (33.9) 23.9 (13.4, NE) 90 63 (70.0) 0.7 (0.3, 1.2) 0.254 (0.176, 0.366) <0.0001 

   Interaction        0.5887 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (2.7, NE) 8 5 (62.5) 1.4 (0.1, NE) 0.185 (0.042, 0.807) 0.0153 

   No 200 69 (34.5) 23.9 (13.4, NE) 90 64 (71.1) 0.7 (0.3, 1.0) 0.252 (0.177, 0.358) <0.0001 

   Interaction        0.7342 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 7 (26.9) 10.0 (2.2, NE) 15 9 (60.0) 1.0 (0.3, NE) 0.235 (0.083, 0.664) 0.0031 

   No 187 65 (34.8) NR (13.4, NE) 83 60 (72.3) 0.5 (0.3, 1.0) 0.245 (0.170, 0.353) <0.0001 

   Interaction        0.7548 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

5786



Protocol BGB-A317-303 Page 14 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 37 (26.6) NR (15.1, NE) 61 27 (44.3) 20.8 (2.0, NE) 0.457 (0.277, 0.755) 0.0017 

   Age >= 65 Years 74 22 (29.7) NR (13.4, NE) 37 20 (54.1) 2.7 (0.9, NE) 0.317 (0.169, 0.596) 0.0002 

   Interaction        0.3249 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 46 (27.7) NR (16.6, NE) 71 35 (49.3) 4.1 (1.4, NE) 0.360 (0.229, 0.567) <0.0001 

   Female 47 13 (27.7) NR (15.1, NE) 27 12 (44.4) 14.8 (1.4, NE) 0.497 (0.226, 1.096) 0.0779 

   Interaction        0.4659 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 48 (28.7) NR (14.5, NE) 84 41 (48.8) 4.6 (1.4, NE) 0.400 (0.262, 0.612) <0.0001 

   White 38 9 (23.7) NR (9.2, NE) 12 4 (33.3) 20.8 (0.9, NE) 0.586 (0.178, 1.931) 0.3747 

   Other 8 2 (25.0) NR (0.7, NE) 2 2 (100.0) 8.0 (1.2, NE) 0.225 (0.031, 1.626) 0.1065 

   Interaction        0.6465 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 48 (28.7) NR (14.5, NE) 84 41 (48.8) 4.6 (1.4, NE) 0.400 (0.262, 0.612) <0.0001 

   Europe 32 9 (28.1) NR (9.2, NE) 12 4 (33.3) 20.8 (0.9, NE) 0.738 (0.224, 2.429) 0.6163 

   Other 14 2 (14.3) NR (NE, NE) 2 2 (100.0) 8.0 (1.2, NE) 0.130 (0.018, 0.943) 0.0176 

   Interaction        0.2691 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 10 (20.0) NR (15.1, NE) 16 8 (50.0) 4.9 (0.9, NE) 0.298 (0.117, 0.761) 0.0071 

   1 163 49 (30.1) NR (14.5, NE) 82 39 (47.6) 4.6 (1.7, NE) 0.443 (0.289, 0.680) 0.0001 

   Interaction        0.3877 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 40 (26.1) NR (16.6, NE) 61 28 (45.9) 4.6 (1.4, NE) 0.369 (0.224, 0.608) <0.0001 

   Never 60 19 (31.7) NR (4.5, NE) 37 19 (51.4) 4.2 (1.2, NE) 0.484 (0.255, 0.919) 0.0232 

   Interaction        0.6033 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 28 (22.4) NR (NE, NE) 59 28 (47.5) 6.4 (1.4, NE) 0.337 (0.198, 0.574) <0.0001 

   Squamous 88 31 (35.2) 14.5 (5.7, NE) 39 19 (48.7) 2.7 (1.2, NE) 0.436 (0.238, 0.799) 0.0058 

   Interaction        0.4519 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 33 (23.1) NR (NE, NE) 71 32 (45.1) 6.4 (1.4, NE) 0.360 (0.219, 0.590) <0.0001 

   Unknown 70 26 (37.1) 14.5 (5.6, NE) 27 15 (55.6) 2.7 (0.5, NE) 0.375 (0.191, 0.736) 0.0031 

   Interaction        0.7912 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 25 (23.1) NR (NE, NE) 46 21 (45.7) 4.9 (1.2, NE) 0.323 (0.178, 0.587) 0.0001 

   Unknown 105 34 (32.4) NR (9.2, NE) 52 26 (50.0) 4.6 (2.0, 20.8) 0.501 (0.300, 0.838) 0.0073 

   Interaction        0.1777 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 50 (27.9) NR (16.6, NE) 84 39 (46.4) 4.9 (2.0, 20.8) 0.438 (0.286, 0.670) <0.0001 

   Third 34 9 (26.5) NR (4.5, NE) 14 8 (57.1) 1.4 (0.3, NE) 0.198 (0.069, 0.563) 0.0008 

   Interaction        0.1438 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

5796



Protocol BGB-A317-303 Page 24 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 11 (33.3) NR (4.1, NE) 8 4 (50.0) 20.8 (0.2, NE) 0.517 (0.164, 1.629) 0.2488 

   Metastatic 180 48 (26.7) NR (16.6, NE) 90 43 (47.8) 4.6 (1.7, 14.8) 0.382 (0.251, 0.582) <0.0001 

   Interaction        0.6646 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) NR (2.7, NE) 8 4 (50.0) 4.1 (0.1, NE) 0.236 (0.050, 1.112) 0.0552 

   No 200 56 (28.0) NR (16.6, NE) 90 43 (47.8) 4.9 (1.7, 20.8) 0.411 (0.274, 0.615) <0.0001 

   Interaction        0.6206 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Anaemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 6 (23.1) NR (10.0, NE) 15 5 (33.3) NR (0.9, NE) 0.482 (0.139, 1.670) 0.2433 

   No 187 53 (28.3) NR (16.6, NE) 83 42 (50.6) 4.6 (1.4, 14.8) 0.384 (0.255, 0.581) <0.0001 

   Interaction        0.5869 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 0 (0.0) NR (NE, NE) 61 10 (16.4) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Age >= 65 Years 74 0 (0.0) NR (NE, NE) 37 6 (16.2) NR (4.5, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 0 (0.0) NR (NE, NE) 71 13 (18.3) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 0.000 (0.000, NE) 0.0205 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) NR (NE, NE) 84 15 (17.9) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.0752 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) NR (NE, NE) 84 15 (17.9) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.1025 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   1 163 0 (0.0) NR (NE, NE) 82 16 (19.5) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9977 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) NR (NE, NE) 61 11 (18.0) NR (4.5, NE) 0.000 (0.000, NE) <0.0001 

   Never 60 0 (0.0) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.000 (0.000, NE) 0.0032 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 8 (13.6) -- -- -- 

   Squamous 88 0 (0.0) -- 39 8 (20.5) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 71 10 (14.1) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 70 0 (0.0) NR (NE, NE) 27 6 (22.2) NR (2.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 8 (17.4) -- -- -- 

   Unknown 105 0 (0.0) -- 52 8 (15.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 4 (28.6) NR (0.3, NE) 0.000 (0.000, NE) 0.0010 

   Interaction        0.9997 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0423 

   Metastatic 180 0 (0.0) NR (NE, NE) 90 15 (16.7) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0516 

   No 200 0 (0.0) NR (NE, NE) 90 14 (15.6) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 2 (13.3) NR (2.3, NE) 0.000 (0.000, NE) 0.0809 

   No 187 0 (0.0) NR (NE, NE) 83 14 (16.9) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 6 (4.3) NR (NE, NE) 61 19 (31.1) NR (7.2, NE) 0.105 (0.042, 0.265) <0.0001 

   Age >= 65 Years 74 3 (4.1) NR (NE, NE) 37 11 (29.7) NR (2.6, NE) 0.094 (0.025, 0.349) <0.0001 

   Interaction        0.7979 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 5 (3.0) NR (NE, NE) 71 24 (33.8) 7.2 (2.6, NE) 0.050 (0.018, 0.140) <0.0001 

   Female 47 4 (8.5) NR (NE, NE) 27 6 (22.2) NR (NE, NE) 0.324 (0.091, 1.152) 0.0700 

   Interaction        0.0358 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 7 (4.2) NR (NE, NE) 84 27 (32.1) NR (7.2, NE) 0.087 (0.037, 0.206) <0.0001 

   White 38 2 (5.3) NR (NE, NE) 12 3 (25.0) NR (0.3, NE) 0.149 (0.024, 0.927) 0.0226 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.8628 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 7 (4.2) NR (NE, NE) 84 27 (32.1) NR (7.2, NE) 0.087 (0.037, 0.206) <0.0001 

   Europe 32 2 (6.3) NR (14.5, NE) 12 3 (25.0) NR (0.3, NE) 0.179 (0.029, 1.110) 0.0441 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.7667 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 16 4 (25.0) NR (1.0, NE) 0.138 (0.025, 0.754) 0.0078 

   1 163 7 (4.3) NR (NE, NE) 82 26 (31.7) NR (7.2, NE) 0.091 (0.038, 0.215) <0.0001 

   Interaction        0.7943 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 4 (2.6) NR (NE, NE) 61 23 (37.7) 7.2 (2.3, NE) 0.037 (0.011, 0.124) <0.0001 

   Never 60 5 (8.3) NR (17.6, NE) 37 7 (18.9) NR (NE, NE) 0.366 (0.116, 1.156) 0.0787 

   Interaction        0.0065 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 4 (3.2) NR (NE, NE) 59 16 (27.1) NR (7.2, NE) 0.094 (0.031, 0.282) <0.0001 

   Squamous 88 5 (5.7) NR (NE, NE) 39 14 (35.9) NR (1.5, NE) 0.074 (0.021, 0.258) <0.0001 

   Interaction        0.9591 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 4 (2.8) NR (NE, NE) 71 19 (26.8) NR (7.2, NE) 0.081 (0.027, 0.241) <0.0001 

   Unknown 70 5 (7.1) NR (17.6, NE) 27 11 (40.7) NR (0.3, NE) 0.077 (0.021, 0.278) <0.0001 

   Interaction        0.7031 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 4 (3.7) NR (NE, NE) 46 14 (30.4) NR (2.3, NE) 0.085 (0.027, 0.270) <0.0001 

   Unknown 105 5 (4.8) NR (NE, NE) 52 16 (30.8) NR (7.2, NE) 0.115 (0.042, 0.316) <0.0001 

   Interaction        0.6587 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 9 (5.0) NR (NE, NE) 84 27 (32.1) NR (7.2, NE) 0.112 (0.052, 0.241) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 3 (21.4) NR (0.3, NE) 0.000 (0.000, NE) 0.0053 

   Interaction        0.9860 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 3 (37.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0002 

   Metastatic 180 9 (5.0) NR (NE, NE) 90 27 (30.0) NR (7.2, NE) 0.114 (0.052, 0.247) <0.0001 

   Interaction        0.9856 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.3, NE) 0.000 (0.000, NE) 0.2024 

   No 200 9 (4.5) NR (NE, NE) 90 29 (32.2) NR (7.2, NE) 0.094 (0.044, 0.204) <0.0001 

   Interaction        0.9889 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (10.0, NE) 15 2 (13.3) NR (1.7, NE) 0.258 (0.023, 2.854) 0.2341 

   No 187 7 (3.7) NR (NE, NE) 83 28 (33.7) NR (7.2, NE) 0.080 (0.034, 0.185) <0.0001 

   Interaction        0.0853 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 3 (2.2) NR (NE, NE) 61 17 (27.9) NR (NE, NE) 0.053 (0.015, 0.189) <0.0001 

   Age >= 65 Years 74 2 (2.7) NR (NE, NE) 37 12 (32.4) NR (2.7, NE) 0.061 (0.014, 0.276) <0.0001 

   Interaction        0.9817 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 2 (1.2) NR (NE, NE) 71 23 (32.4) NR (2.7, NE) 0.024 (0.005, 0.105) <0.0001 

   Female 47 3 (6.4) NR (NE, NE) 27 6 (22.2) NR (NE, NE) 0.247 (0.062, 0.992) 0.0330 

   Interaction        0.0358 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 3 (1.8) NR (NE, NE) 84 22 (26.2) NR (NE, NE) 0.046 (0.013, 0.162) <0.0001 

   White 38 2 (5.3) NR (NE, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.072 (0.014, 0.362) <0.0001 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.9467 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 3 (1.8) NR (NE, NE) 84 22 (26.2) NR (NE, NE) 0.046 (0.013, 0.162) <0.0001 

   Europe 32 2 (6.3) NR (NE, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.087 (0.017, 0.436) 0.0002 

   Other 14 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0082 

   Interaction        0.8733 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

5829



Protocol BGB-A317-303 Page 57 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (NE, NE) 16 5 (31.3) NR (0.4, NE) 0.058 (0.007, 0.494) 0.0003 

   1 163 4 (2.5) NR (NE, NE) 82 24 (29.3) NR (NE, NE) 0.056 (0.019, 0.167) <0.0001 

   Interaction        0.8555 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) NR (NE, NE) 61 23 (37.7) NR (2.0, NE) 0.013 (0.002, 0.093) <0.0001 

   Never 60 3 (5.0) NR (NE, NE) 37 6 (16.2) NR (NE, NE) 0.279 (0.070, 1.117) 0.0545 

   Interaction        0.0185 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 3 (2.4) NR (NE, NE) 59 15 (25.4) NR (NE, NE) 0.079 (0.023, 0.274) <0.0001 

   Squamous 88 2 (2.3) NR (NE, NE) 39 14 (35.9) NR (1.8, NE) 0.023 (0.003, 0.173) <0.0001 

   Interaction        0.5862 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 3 (2.1) NR (NE, NE) 71 21 (29.6) NR (NE, NE) 0.057 (0.017, 0.191) <0.0001 

   Unknown 70 2 (2.9) NR (20.6, NE) 27 8 (29.6) NR (2.7, NE) 0.035 (0.004, 0.283) <0.0001 

   Interaction        0.8086 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 3 (2.8) NR (NE, NE) 46 13 (28.3) NR (NE, NE) 0.075 (0.021, 0.267) <0.0001 

   Unknown 105 2 (1.9) NR (NE, NE) 52 16 (30.8) NR (2.7, NE) 0.047 (0.011, 0.205) <0.0001 

   Interaction        0.7099 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 5 (2.8) NR (NE, NE) 84 25 (29.8) NR (NE, NE) 0.069 (0.026, 0.182) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 4 (28.6) NR (0.3, NE) 0.000 (0.000, NE) 0.0013 

   Interaction        0.9881 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 3 (37.5) NR (0.4, NE) 0.000 (0.000, NE) 0.0002 

   Metastatic 180 5 (2.8) NR (NE, NE) 90 26 (28.9) NR (NE, NE) 0.070 (0.026, 0.184) <0.0001 

   Interaction        0.9880 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0644 

   No 200 5 (2.5) NR (NE, NE) 90 27 (30.0) NR (NE, NE) 0.058 (0.022, 0.154) <0.0001 

   Interaction        0.9893 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (20.6, NE) 15 3 (20.0) NR (0.4, NE) 0.000 (0.000, NE) 0.0181 

   No 187 4 (2.1) NR (NE, NE) 83 26 (31.3) NR (NE, NE) 0.052 (0.018, 0.149) <0.0001 

   Interaction        0.3555 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 23 (16.5) NR (24.3, NE) 61 0 (0.0) NR (NE, NE) 14900188.680 (0.000, 

NE) 

0.0038 

   Age >= 65 Years 74 12 (16.2) 37.0 (19.3, NE) 37 0 (0.0) NR (NE, NE) 16058070.020 (0.000, 

NE) 

0.0353 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 26 (15.7) NR (24.3, NE) 71 0 (0.0) NR (NE, NE) 13781008.847 (0.000, 

NE) 

0.0065 

   Female 47 9 (19.1) NR (19.3, NE) 27 0 (0.0) NR (NE, NE) 17850944.250 (0.000, 

NE) 

0.0307 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 27 (16.2) NR (37.0, NE) 84 0 (0.0) NR (NE, NE) 15238720.232 (0.000, 

NE) 

0.0016 

   White 38 7 (18.4) 19.3 (19.3, NE) 12 0 (0.0) NR (NE, NE) 13942025.316 (0.000, 

NE) 

0.1358 

   Other 8 1 (12.5) NR (6.2, NE) 2 0 (0.0) NR (NE, NE) 34623110.067 (0.000, 

NE) 

0.6171 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 27 (16.2) NR (37.0, NE) 84 0 (0.0) NR (NE, NE) 15238720.232 (0.000, 

NE) 

0.0016 

   Europe 32 4 (12.5) NR (19.3, NE) 12 0 (0.0) NR (NE, NE) 14722911.820 (0.000, 

NE) 

0.2304 

   Other 14 4 (28.6) NR (4.2, NE) 2 0 (0.0) NR (NE, NE) 11311215.836 (0.000, 

NE) 

0.4258 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

5842



Protocol BGB-A317-303 Page 70 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 9 (18.0) NR (14.5, NE) 16 0 (0.0) NR (NE, NE) 12862298.983 (0.000, 

NE) 

0.1327 

   1 163 26 (16.0) NR (37.0, NE) 82 0 (0.0) NR (NE, NE) 15655075.702 (0.000, 

NE) 

0.0013 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 19 (12.4) NR (NE, NE) 61 0 (0.0) NR (NE, NE) 13122576.935 (0.000, 

NE) 

0.0285 

   Never 60 16 (26.7) 24.3 (19.3, NE) 37 0 (0.0) NR (NE, NE) 18466030.330 (0.000, 

NE) 

0.0031 

   Interaction        0.9997 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 20 (16.0) NR (24.3, NE) 59 0 (0.0) NR (NE, NE) 15670232.444 (0.000, 

NE) 

0.0040 

   Squamous 88 15 (17.0) NR (37.0, NE) 39 0 (0.0) NR (NE, NE) 13914512.336 (0.000, 

NE) 

0.0502 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 24 (16.8) NR (24.3, NE) 71 0 (0.0) NR (NE, NE) 15737034.696 (0.000, 

NE) 

0.0017 

   Unknown 70 11 (15.7) NR (37.0, NE) 27 0 (0.0) NR (NE, NE) 13129829.168 (0.000, 

NE) 

0.1117 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 22 (20.4) NR (19.3, NE) 46 0 (0.0) NR (NE, NE) 13759137.846 (0.000, 

NE) 

0.0180 

   Unknown 105 13 (12.4) NR (37.0, NE) 52 0 (0.0) NR (NE, NE) 16710688.108 (0.000, 

NE) 

0.0137 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 32 (17.9) NR (24.3, NE) 84 0 (0.0) NR (NE, NE) 15130676.221 (0.000, 

NE) 

0.0005 

   Third 34 3 (8.8) NR (NE, NE) 14 0 (0.0) NR (NE, NE) 13148683.607 (0.000, 

NE) 

0.4324 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 5 (15.2) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12213370.861 (0.000, 

NE) 

0.3003 

   Metastatic 180 30 (16.7) NR (24.3, NE) 90 0 (0.0) NR (NE, NE) 15255970.318 (0.000, 

NE) 

0.0007 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 4 (30.8) 14.5 (2.1, NE) 8 0 (0.0) NR (NE, NE) 55878106.791 (0.000, 

NE) 

0.1322 

   No 200 31 (15.5) NR (37.0, NE) 90 0 (0.0) NR (NE, NE) 14637675.161 (0.000, 

NE) 

0.0010 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (NE, NE) 15 0 (0.0) NR (NE, NE) 67479008.916 (0.000, 

NE) 

0.1995 

   No 187 33 (17.6) NR (24.3, NE) 83 0 (0.0) NR (NE, NE) 14298548.558 (0.000, 

NE) 

0.0009 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 18 (12.9) NR (30.4, NE) 61 0 (0.0) NR (NE, NE) 14654787.548 (0.000, 

NE) 

0.0133 

   Age >= 65 Years 74 10 (13.5) NR (19.3, NE) 37 0 (0.0) NR (NE, NE) 13923854.739 (0.000, 

NE) 

0.0890 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 20 (12.0) NR (30.4, NE) 71 0 (0.0) NR (NE, NE) 13531681.226 (0.000, 

NE) 

0.0199 

   Female 47 8 (17.0) NR (19.3, NE) 27 0 (0.0) NR (NE, NE) 17138841.482 (0.000, 

NE) 

0.0490 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 21 (12.6) NR (30.4, NE) 84 0 (0.0) NR (NE, NE) 14891261.544 (0.000, 

NE) 

0.0068 

   White 38 6 (15.8) NR (19.3, NE) 12 0 (0.0) NR (NE, NE) 14014281.653 (0.000, 

NE) 

0.1649 

   Other 8 1 (12.5) NR (6.2, NE) 2 0 (0.0) NR (NE, NE) 34623110.067 (0.000, 

NE) 

0.6171 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 21 (12.6) NR (30.4, NE) 84 0 (0.0) NR (NE, NE) 14891261.544 (0.000, 

NE) 

0.0068 

   Europe 32 4 (12.5) NR (19.3, NE) 12 0 (0.0) NR (NE, NE) 14722911.820 (0.000, 

NE) 

0.2304 

   Other 14 3 (21.4) NR (6.2, NE) 2 0 (0.0) NR (NE, NE) 11355814.646 (0.000, 

NE) 

0.4860 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 6 (12.0) NR (24.3, NE) 16 0 (0.0) NR (NE, NE) 12435158.694 (0.000, 

NE) 

0.2439 

   1 163 22 (13.5) NR (NE, NE) 82 0 (0.0) NR (NE, NE) 15312599.315 (0.000, 

NE) 

0.0035 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 15 (9.8) NR (30.4, NE) 61 0 (0.0) NR (NE, NE) 12886833.925 (0.000, 

NE) 

0.0571 

   Never 60 13 (21.7) NR (19.3, NE) 37 0 (0.0) NR (NE, NE) 18061002.404 (0.000, 

NE) 

0.0087 

   Interaction        0.9997 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 16 (12.8) NR (24.3, NE) 59 0 (0.0) NR (NE, NE) 15422262.203 (0.000, 

NE) 

0.0114 

   Squamous 88 12 (13.6) NR (NE, NE) 39 0 (0.0) NR (NE, NE) 13303583.029 (0.000, 

NE) 

0.0855 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 20 (14.0) NR (24.3, NE) 71 0 (0.0) NR (NE, NE) 15404027.211 (0.000, 

NE) 

0.0049 

   Unknown 70 8 (11.4) NR (NE, NE) 27 0 (0.0) NR (NE, NE) 12744005.930 (0.000, 

NE) 

0.1720 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 17 (15.7) NR (24.3, NE) 46 0 (0.0) NR (NE, NE) 13244568.352 (0.000, 

NE) 

0.0589 

   Unknown 105 11 (10.5) NR (NE, NE) 52 0 (0.0) NR (NE, NE) 16617980.151 (0.000, 

NE) 

0.0241 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 26 (14.5) NR (30.4, NE) 84 0 (0.0) NR (NE, NE) 14894102.342 (0.000, 

NE) 

0.0020 

   Third 34 2 (5.9) NR (NE, NE) 14 0 (0.0) NR (NE, NE) 11020346.087 (0.000, 

NE) 

0.6105 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 11775086.721 (0.000, 

NE) 

0.4540 

   Metastatic 180 25 (13.9) NR (24.3, NE) 90 0 (0.0) NR (NE, NE) 14988321.139 (0.000, 

NE) 

0.0025 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 4 (30.8) 30.4 (2.1, NE) 8 0 (0.0) NR (NE, NE) 46437922.348 (0.000, 

NE) 

0.2516 

   No 200 24 (12.0) NR (NE, NE) 90 0 (0.0) NR (NE, NE) 14314154.894 (0.000, 

NE) 

0.0048 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Endocrine disorders / PT - Hypothyroidism 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (NE, NE) 15 0 (0.0) NR (NE, NE) 67479008.916 (0.000, 

NE) 

0.1995 

   No 187 26 (13.9) NR (30.4, NE) 83 0 (0.0) NR (NE, NE) 13932882.461 (0.000, 

NE) 

0.0043 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 8 (5.8) -- 61 0 (0.0) -- -- -- 

   Age >= 65 Years 74 7 (9.5) -- 37 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 11 (6.6) NR (NE, NE) 71 0 (0.0) NR (NE, NE) 13854304.751 (0.000, 

NE) 

0.0799 

   Female 47 4 (8.5) 39.6 (18.0, NE) 27 0 (0.0) NR (NE, NE) 44297941.016 (0.000, 

NE) 

0.1938 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 10 (6.0) NR (39.6, NE) 84 0 (0.0) NR (NE, NE) 14822389.210 (0.000, 

NE) 

0.0803 

   White 38 4 (10.5) NR (18.0, NE) 12 0 (0.0) NR (NE, NE) 12509578.412 (0.000, 

NE) 

0.3361 

   Other 8 1 (12.5) NR (1.6, NE) 2 0 (0.0) NR (NE, NE) 12737130.131 (0.000, 

NE) 

0.6171 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 10 (6.0) NR (39.6, NE) 84 0 (0.0) NR (NE, NE) 14822389.210 (0.000, 

NE) 

0.0803 

   Europe 32 3 (9.4) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 13992639.500 (0.000, 

NE) 

0.3255 

   Other 14 2 (14.3) NR (18.0, NE) 2 0 (0.0) NR (NE, NE) 12035078.187 (0.000, 

NE) 

0.5312 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 4 (8.0) NR (34.8, NE) 16 0 (0.0) NR (NE, NE) 12981378.284 (0.000, 

NE) 

0.3089 

   1 163 11 (6.7) NR (39.6, NE) 82 0 (0.0) NR (NE, NE) 14760497.573 (0.000, 

NE) 

0.0613 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 10 (6.5) NR (NE, NE) 61 0 (0.0) NR (NE, NE) 13274561.726 (0.000, 

NE) 

0.1279 

   Never 60 5 (8.3) 39.6 (39.6, NE) 37 0 (0.0) NR (NE, NE) 17304569.276 (0.000, 

NE) 

0.1179 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 8 (6.4) -- 59 0 (0.0) -- -- -- 

   Squamous 88 7 (8.0) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 10 (7.0) NR (39.6, NE) 71 0 (0.0) NR (NE, NE) 15174448.782 (0.000, 

NE) 

0.0545 

   Unknown 70 5 (7.1) NR (34.8, NE) 27 0 (0.0) NR (NE, NE) 13064916.860 (0.000, 

NE) 

0.3734 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 8 (7.4) -- 46 0 (0.0) -- -- -- 

   Unknown 105 7 (6.7) -- 52 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 12 (6.7) NR (39.6, NE) 84 0 (0.0) NR (NE, NE) 14322348.701 (0.000, 

NE) 

0.0517 

   Third 34 3 (8.8) NR (13.7, NE) 14 0 (0.0) NR (NE, NE) 13282247.646 (0.000, 

NE) 

0.4042 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) 34.8 (13.7, NE) 8 0 (0.0) NR (NE, NE) 12046054.074 (0.000, 

NE) 

0.5239 

   Metastatic 180 12 (6.7) NR (NE, NE) 90 0 (0.0) NR (NE, NE) 15008189.637 (0.000, 

NE) 

0.0416 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   No 200 15 (7.5) NR (39.6, NE) 90 0 (0.0) NR (NE, NE) 14089132.964 (0.000, 

NE) 

0.0348 

   Interaction        0.9983 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Eye disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   No 187 15 (8.0) NR (39.6, NE) 83 0 (0.0) NR (NE, NE) 13865394.713 (0.000, 

NE) 

0.0355 

   Interaction        0.9980 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 59 (42.4) 8.0 (6.0, 45.4) 61 34 (55.7) 1.8 (0.9, 10.6) 0.540 (0.352, 0.829) 0.0042 

   Age >= 65 Years 74 27 (36.5) 17.6 (9.1, 24.5) 37 19 (51.4) 2.3 (0.7, NE) 0.321 (0.167, 0.616) 0.0003 

   Interaction        0.4191 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 68 (41.0) 14.5 (6.5, 19.0) 71 35 (49.3) 2.3 (1.0, NE) 0.542 (0.357, 0.821) 0.0035 

   Female 47 18 (38.3) 24.5 (5.3, NE) 27 18 (66.7) 1.5 (0.4, 3.7) 0.364 (0.185, 0.714) 0.0022 

   Interaction        0.2336 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 63 (37.7) 14.5 (7.4, 37.9) 84 44 (52.4) 1.8 (0.9, NE) 0.456 (0.307, 0.677) <0.0001 

   White 38 17 (44.7) 15.1 (1.9, NE) 12 7 (58.3) 2.1 (0.2, NE) 0.583 (0.237, 1.433) 0.2318 

   Other 8 6 (75.0) 5.0 (0.1, NE) 2 2 (100.0) 2.0 (0.2, NE) 0.340 (0.056, 2.080) 0.2217 

   Interaction        0.8312 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 63 (37.7) 14.5 (7.4, 37.9) 84 44 (52.4) 1.8 (0.9, NE) 0.456 (0.307, 0.677) <0.0001 

   Europe 32 11 (34.4) 24.5 (3.4, NE) 12 7 (58.3) 2.1 (0.2, NE) 0.406 (0.151, 1.095) 0.0644 

   Other 14 12 (85.7) 2.4 (0.6, 5.0) 2 2 (100.0) 2.0 (0.2, NE) 0.693 (0.147, 3.279) 0.6341 

   Interaction        0.9111 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

5881



Protocol BGB-A317-303 Page 109 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 18 (36.0) 18.8 (7.5, NE) 16 10 (62.5) 0.6 (0.1, NE) 0.223 (0.094, 0.528) 0.0002 

   1 163 68 (41.7) 14.4 (6.3, 20.4) 82 43 (52.4) 2.1 (1.3, NE) 0.552 (0.375, 0.814) 0.0024 

   Interaction        0.0707 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 66 (43.1) 14.4 (6.5, 19.0) 61 32 (52.5) 2.1 (0.9, NE) 0.513 (0.332, 0.793) 0.0023 

   Never 60 20 (33.3) 24.5 (5.3, NE) 37 21 (56.8) 1.8 (0.6, 10.6) 0.393 (0.210, 0.735) 0.0024 

   Interaction        0.3704 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 48 (38.4) 15.1 (6.5, 45.4) 59 32 (54.2) 2.1 (1.3, NE) 0.494 (0.313, 0.779) 0.0019 

   Squamous 88 38 (43.2) 14.5 (6.3, 20.4) 39 21 (53.8) 2.1 (0.4, NE) 0.431 (0.245, 0.757) 0.0027 

   Interaction        0.7831 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 54 (37.8) 17.6 (7.5, 45.4) 71 41 (57.7) 1.8 (0.8, 10.6) 0.409 (0.269, 0.619) <0.0001 

   Unknown 70 32 (45.7) 7.7 (2.6, 37.9) 27 12 (44.4) 4.5 (0.7, NE) 0.684 (0.345, 1.356) 0.2716 

   Interaction        0.1699 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 39 (36.1) 24.5 (7.4, NE) 46 28 (60.9) 1.0 (0.4, NE) 0.314 (0.187, 0.526) <0.0001 

   Unknown 105 47 (44.8) 8.0 (4.6, 15.1) 52 25 (48.1) 4.5 (1.3, NE) 0.732 (0.449, 1.194) 0.2093 

   Interaction        0.0048 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 74 (41.3) 14.5 (7.2, 37.9) 84 48 (57.1) 1.8 (0.9, 4.5) 0.473 (0.326, 0.686) <0.0001 

   Third 34 12 (35.3) 14.4 (4.9, 20.4) 14 5 (35.7) NR (0.3, NE) 0.498 (0.166, 1.496) 0.2089 

   Interaction        0.5491 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 11 (33.3) 17.6 (7.4, NE) 8 6 (75.0) 1.5 (0.0, NE) 0.234 (0.081, 0.676) 0.0035 

   Metastatic 180 75 (41.7) 14.4 (6.5, 24.5) 90 47 (52.2) 2.1 (1.0, NE) 0.522 (0.359, 0.760) 0.0006 

   Interaction        0.2929 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) 45.4 (0.7, NE) 8 3 (37.5) NR (0.6, NE) 0.393 (0.066, 2.353) 0.2889 

   No 200 83 (41.5) 14.5 (7.2, 20.4) 90 50 (55.6) 1.8 (1.0, 10.6) 0.462 (0.322, 0.663) <0.0001 

   Interaction        0.8791 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 12 (46.2) 4.9 (0.9, 37.9) 15 10 (66.7) 0.3 (0.1, NE) 0.378 (0.156, 0.918) 0.0261 

   No 187 74 (39.6) 14.5 (7.5, 24.5) 83 43 (51.8) 2.3 (1.3, NE) 0.500 (0.341, 0.735) 0.0003 

   Interaction        0.4290 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 12 (8.6) NR (NE, NE) 61 9 (14.8) NR (NE, NE) 0.496 (0.208, 1.181) 0.1056 

   Age >= 65 Years 74 9 (12.2) NR (20.4, NE) 37 5 (13.5) NR (4.0, NE) 0.510 (0.163, 1.591) 0.2383 

   Interaction        0.6371 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 17 (10.2) NR (NE, NE) 71 9 (12.7) NR (NE, NE) 0.565 (0.246, 1.297) 0.1728 

   Female 47 4 (8.5) NR (19.2, NE) 27 5 (18.5) NR (NE, NE) 0.369 (0.098, 1.391) 0.1257 

   Interaction        0.5870 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 16 (9.6) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.474 (0.214, 1.052) 0.0608 

   White 38 4 (10.5) NR (NE, NE) 12 2 (16.7) NR (1.3, NE) 0.605 (0.111, 3.309) 0.5578 

   Other 8 1 (12.5) NR (0.8, NE) 2 1 (50.0) NR (0.9, NE) 0.267 (0.017, 4.279) 0.3166 

   Interaction        0.9425 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 16 (9.6) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.474 (0.214, 1.052) 0.0608 

   Europe 32 1 (3.1) NR (NE, NE) 12 2 (16.7) NR (1.3, NE) 0.183 (0.017, 2.022) 0.1194 

   Other 14 4 (28.6) NR (0.8, NE) 2 1 (50.0) NR (0.9, NE) 0.649 (0.072, 5.810) 0.6965 

   Interaction        0.5712 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 16 3 (18.8) NR (3.6, NE) 0.168 (0.028, 1.023) 0.0285 

   1 163 19 (11.7) NR (26.4, NE) 82 11 (13.4) NR (NE, NE) 0.640 (0.301, 1.362) 0.2437 

   Interaction        0.1283 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 16 (10.5) NR (NE, NE) 61 9 (14.8) NR (4.5, NE) 0.491 (0.210, 1.145) 0.0932 

   Never 60 5 (8.3) NR (19.2, NE) 37 5 (13.5) NR (NE, NE) 0.499 (0.144, 1.732) 0.2638 

   Interaction        0.9722 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 9 (7.2) NR (NE, NE) 59 8 (13.6) NR (NE, NE) 0.422 (0.161, 1.104) 0.0705 

   Squamous 88 12 (13.6) NR (20.4, NE) 39 6 (15.4) NR (4.5, NE) 0.561 (0.202, 1.560) 0.2616 

   Interaction        0.5721 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 10 (7.0) NR (NE, NE) 71 10 (14.1) NR (NE, NE) 0.377 (0.155, 0.919) 0.0260 

   Unknown 70 11 (15.7) NR (14.4, NE) 27 4 (14.8) NR (4.0, NE) 0.712 (0.221, 2.296) 0.5686 

   Interaction        0.3268 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 7 (6.5) NR (NE, NE) 46 5 (10.9) NR (NE, NE) 0.356 (0.102, 1.237) 0.0898 

   Unknown 105 14 (13.3) NR (20.4, NE) 52 9 (17.3) NR (NE, NE) 0.667 (0.288, 1.544) 0.3424 

   Interaction        0.4228 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

5899



Protocol BGB-A317-303 Page 127 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 17 (9.5) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.538 (0.256, 1.133) 0.0976 

   Third 34 4 (11.8) 26.4 (14.4, NE) 14 2 (14.3) NR (NE, NE) 0.287 (0.039, 2.122) 0.1943 

   Interaction        0.9786 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 2 (6.1) NR (26.4, NE) 8 3 (37.5) NR (0.1, NE) 0.137 (0.023, 0.827) 0.0113 

   Metastatic 180 19 (10.6) NR (NE, NE) 90 11 (12.2) NR (NE, NE) 0.657 (0.309, 1.394) 0.2707 

   Interaction        0.0772 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (1.8, NE) 0.592 (0.037, 9.459) 0.7073 

   No 200 20 (10.0) NR (NE, NE) 90 13 (14.4) NR (NE, NE) 0.507 (0.249, 1.031) 0.0562 

   Interaction        0.9752 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Diarrhoea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 3 (20.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0181 

   No 187 21 (11.2) NR (NE, NE) 83 11 (13.3) NR (NE, NE) 0.625 (0.298, 1.308) 0.2084 

   Interaction        0.9897 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 21 (15.1) NR (NE, NE) 61 13 (21.3) NR (7.4, NE) 0.588 (0.293, 1.178) 0.1298 

   Age >= 65 Years 74 4 (5.4) NR (NE, NE) 37 5 (13.5) NR (3.7, NE) 0.284 (0.073, 1.102) 0.0536 

   Interaction        0.3571 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 17 (10.2) NR (NE, NE) 71 11 (15.5) NR (NE, NE) 0.539 (0.250, 1.158) 0.1083 

   Female 47 8 (17.0) NR (24.5, NE) 27 7 (25.9) 10.6 (7.4, NE) 0.463 (0.161, 1.327) 0.1407 

   Interaction        0.9353 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 14 (8.4) NR (NE, NE) 84 14 (16.7) NR (7.4, NE) 0.418 (0.198, 0.881) 0.0181 

   White 38 10 (26.3) 24.5 (14.3, NE) 12 2 (16.7) 10.6 (10.6, NE) 1.295 (0.277, 6.049) 0.7414 

   Other 8 1 (12.5) NR (6.6, NE) 2 2 (100.0) 2.0 (0.2, NE) 0.000 (0.000, NE) 0.0028 

   Interaction        0.0693 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 14 (8.4) NR (NE, NE) 84 14 (16.7) NR (7.4, NE) 0.418 (0.198, 0.881) 0.0181 

   Europe 32 6 (18.8) NR (14.3, NE) 12 2 (16.7) 10.6 (10.6, NE) 0.767 (0.145, 4.051) 0.7541 

   Other 14 5 (35.7) NR (2.6, NE) 2 2 (100.0) 2.0 (0.2, NE) 0.150 (0.025, 0.914) 0.0178 

   Interaction        0.3284 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 6 (12.0) NR (24.5, NE) 16 5 (31.3) 7.4 (3.7, NE) 0.235 (0.067, 0.817) 0.0133 

   1 163 19 (11.7) NR (NE, NE) 82 13 (15.9) NR (10.6, NE) 0.610 (0.299, 1.244) 0.1703 

   Interaction        0.2526 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 16 (10.5) NR (NE, NE) 61 9 (14.8) NR (NE, NE) 0.562 (0.245, 1.287) 0.1669 

   Never 60 9 (15.0) NR (24.5, NE) 37 9 (24.3) 10.6 (3.9, NE) 0.477 (0.184, 1.239) 0.1193 

   Interaction        0.8992 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 16 (12.8) NR (NE, NE) 59 12 (20.3) NR (7.4, NE) 0.518 (0.243, 1.103) 0.0824 

   Squamous 88 9 (10.2) NR (NE, NE) 39 6 (15.4) NR (NE, NE) 0.475 (0.161, 1.398) 0.1673 

   Interaction        0.8528 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 18 (12.6) NR (NE, NE) 71 15 (21.1) NR (7.4, NE) 0.460 (0.230, 0.921) 0.0248 

   Unknown 70 7 (10.0) NR (NE, NE) 27 3 (11.1) NR (3.0, NE) 0.731 (0.185, 2.888) 0.6542 

   Interaction        0.6457 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 13 (12.0) NR (NE, NE) 46 11 (23.9) 7.4 (3.9, NE) 0.342 (0.148, 0.790) 0.0085 

   Unknown 105 12 (11.4) NR (NE, NE) 52 7 (13.5) NR (10.6, NE) 0.749 (0.294, 1.906) 0.5426 

   Interaction        0.1980 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 21 (11.7) NR (NE, NE) 84 16 (19.0) NR (10.6, NE) 0.498 (0.257, 0.963) 0.0347 

   Third 34 4 (11.8) NR (6.6, NE) 14 2 (14.3) NR (3.0, NE) 0.461 (0.080, 2.660) 0.3756 

   Interaction        0.8190 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (NE, NE) 8 3 (37.5) 10.6 (0.0, NE) 0.067 (0.007, 0.662) 0.0024 

   Metastatic 180 24 (13.3) NR (NE, NE) 90 15 (16.7) NR (NE, NE) 0.644 (0.335, 1.238) 0.1838 

   Interaction        0.0539 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 3 (37.5) NR (0.6, NE) 0.190 (0.020, 1.831) 0.1083 

   No 200 24 (12.0) NR (NE, NE) 90 15 (16.7) NR (10.6, NE) 0.555 (0.288, 1.068) 0.0742 

   Interaction        0.3062 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Gastrointestinal disorders / PT - Nausea 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (NE, NE) 15 3 (20.0) NR (0.5, NE) 0.317 (0.053, 1.906) 0.1854 

   No 187 23 (12.3) NR (NE, NE) 83 15 (18.1) NR (10.6, NE) 0.525 (0.271, 1.016) 0.0517 

   Interaction        0.5489 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

5916



Protocol BGB-A317-303 Page 144 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 70 (50.4) 6.1 (3.9, 8.3) 61 30 (49.2) 4.1 (1.3, NE) 0.812 (0.527, 1.250) 0.3438 

   Age >= 65 Years 74 33 (44.6) 11.1 (4.2, NE) 37 23 (62.2) 1.7 (0.6, 6.5) 0.408 (0.234, 0.712) 0.0012 

   Interaction        0.0459 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 82 (49.4) 6.2 (4.4, 11.1) 71 39 (54.9) 2.5 (0.8, 5.7) 0.600 (0.405, 0.888) 0.0100 

   Female 47 21 (44.7) 11.0 (3.9, NE) 27 14 (51.9) 5.9 (1.3, NE) 0.682 (0.346, 1.347) 0.2710 

   Interaction        0.6826 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 80 (47.9) 6.2 (4.4, 11.1) 84 46 (54.8) 2.5 (0.9, 4.5) 0.602 (0.415, 0.872) 0.0069 

   White 38 20 (52.6) 6.2 (3.7, 15.5) 12 6 (50.0) 5.9 (0.1, NE) 0.784 (0.306, 2.004) 0.6086 

   Other 8 3 (37.5) NR (0.6, NE) 2 1 (50.0) 22.9 (NE, NE) 35203589.623 (0.000, 

NE) 

0.3754 

   Interaction        0.6705 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 80 (47.9) 6.2 (4.4, 11.1) 84 46 (54.8) 2.5 (0.9, 4.5) 0.602 (0.415, 0.872) 0.0069 

   Europe 32 15 (46.9) 11.9 (3.7, NE) 12 6 (50.0) 5.9 (0.1, NE) 0.653 (0.245, 1.741) 0.3918 

   Other 14 8 (57.1) 4.4 (0.6, NE) 2 1 (50.0) 22.9 (NE, NE) 11573010.184 (0.000, 

NE) 

0.2392 

   Interaction        0.5478 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 26 (52.0) 6.1 (2.6, 21.6) 16 8 (50.0) 4.1 (0.1, NE) 0.894 (0.404, 1.980) 0.7937 

   1 163 77 (47.2) 6.3 (5.1, 11.9) 82 45 (54.9) 2.7 (1.2, 5.7) 0.566 (0.388, 0.828) 0.0029 

   Interaction        0.3924 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

5921



Protocol BGB-A317-303 Page 149 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 74 (48.4) 6.7 (5.1, 12.1) 61 34 (55.7) 2.0 (0.8, NE) 0.577 (0.380, 0.877) 0.0093 

   Never 60 29 (48.3) 5.1 (2.9, 21.6) 37 19 (51.4) 4.5 (1.3, 6.5) 0.769 (0.429, 1.379) 0.3711 

   Interaction        0.4494 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 54 (43.2) 7.8 (5.1, NE) 59 32 (54.2) 4.1 (1.2, 6.5) 0.609 (0.391, 0.947) 0.0259 

   Squamous 88 49 (55.7) 5.7 (3.0, 11.1) 39 21 (53.8) 2.3 (0.5, NE) 0.623 (0.365, 1.063) 0.0814 

   Interaction        0.8064 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 63 (44.1) 11.0 (5.1, 23.1) 71 39 (54.9) 4.1 (1.2, 5.9) 0.564 (0.375, 0.847) 0.0053 

   Unknown 70 40 (57.1) 5.1 (2.8, 6.7) 27 14 (51.9) 2.3 (0.5, NE) 0.719 (0.384, 1.348) 0.3012 

   Interaction        0.3950 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 47 (43.5) 7.8 (5.1, NE) 46 24 (52.2) 3.4 (0.7, NE) 0.586 (0.353, 0.972) 0.0367 

   Unknown 105 56 (53.3) 5.7 (3.7, 11.0) 52 29 (55.8) 4.1 (0.9, 6.5) 0.704 (0.447, 1.108) 0.1293 

   Interaction        0.3276 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 83 (46.4) 7.8 (5.4, 15.5) 84 44 (52.4) 4.1 (1.7, 5.9) 0.639 (0.441, 0.927) 0.0177 

   Third 34 20 (58.8) 4.4 (1.7, 6.3) 14 9 (64.3) 1.3 (0.1, NE) 0.554 (0.247, 1.241) 0.1473 

   Interaction        0.8196 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 12 (36.4) 21.6 (5.5, NE) 8 5 (62.5) 4.2 (0.2, NE) 0.296 (0.097, 0.905) 0.0249 

   Metastatic 180 91 (50.6) 5.7 (3.9, 11.0) 90 48 (53.3) 3.4 (1.2, 6.5) 0.699 (0.490, 0.997) 0.0474 

   Interaction        0.2222 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 9 (69.2) 1.9 (0.4, 4.4) 8 4 (50.0) 4.5 (0.1, NE) 1.190 (0.363, 3.901) 0.7733 

   No 200 94 (47.0) 7.7 (5.4, 12.1) 90 49 (54.4) 3.4 (1.2, 5.9) 0.603 (0.424, 0.857) 0.0045 

   Interaction        0.2841 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 14 (53.8) 2.6 (0.7, NE) 15 8 (53.3) 0.5 (0.1, NE) 0.660 (0.272, 1.602) 0.3610 

   No 187 89 (47.6) 7.7 (5.4, 12.1) 83 45 (54.2) 3.4 (1.7, 5.9) 0.617 (0.428, 0.890) 0.0090 

   Interaction        0.9763 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 23 (16.5) NR (32.7, NE) 61 13 (21.3) NR (NE, NE) 0.599 (0.300, 1.195) 0.1420 

   Age >= 65 Years 74 10 (13.5) NR (23.4, NE) 37 9 (24.3) NR (NE, NE) 0.410 (0.164, 1.026) 0.0498 

   Interaction        0.4101 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 27 (16.3) NR (32.7, NE) 71 19 (26.8) NR (5.7, NE) 0.416 (0.227, 0.761) 0.0034 

   Female 47 6 (12.8) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 1.029 (0.257, 4.126) 0.9674 

   Interaction        0.2725 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 26 (15.6) NR (32.7, NE) 84 21 (25.0) NR (5.7, NE) 0.449 (0.249, 0.809) 0.0064 

   White 38 7 (18.4) NR (12.1, NE) 12 1 (8.3) NR (NE, NE) 1.892 (0.231, 15.486) 0.5456 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.4380 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 26 (15.6) NR (32.7, NE) 84 21 (25.0) NR (5.7, NE) 0.449 (0.249, 0.809) 0.0064 

   Europe 32 6 (18.8) NR (12.1, NE) 12 1 (8.3) NR (NE, NE) 2.090 (0.250, 17.446) 0.4861 

   Other 14 1 (7.1) NR (10.1, NE) 2 0 (0.0) NR (NE, NE) 11376110.848 (0.000, 

NE) 

0.6831 

   Interaction        0.4327 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 10 (20.0) NR (32.7, NE) 16 1 (6.3) NR (NE, NE) 2.813 (0.359, 22.030) 0.3037 

   1 163 23 (14.1) NR (NE, NE) 82 21 (25.6) NR (5.7, NE) 0.401 (0.220, 0.732) 0.0021 

   Interaction        0.0778 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 22 (14.4) NR (32.7, NE) 61 17 (27.9) NR (5.7, NE) 0.361 (0.188, 0.695) 0.0015 

   Never 60 11 (18.3) NR (10.1, NE) 37 5 (13.5) NR (NE, NE) 1.177 (0.408, 3.397) 0.7623 

   Interaction        0.0597 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 14 (11.2) NR (NE, NE) 59 11 (18.6) NR (NE, NE) 0.466 (0.210, 1.033) 0.0548 

   Squamous 88 19 (21.6) NR (23.4, NE) 39 11 (28.2) NR (NE, NE) 0.526 (0.242, 1.147) 0.1017 

   Interaction        0.8945 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 19 (13.3) NR (32.7, NE) 71 15 (21.1) NR (NE, NE) 0.479 (0.242, 0.950) 0.0317 

   Unknown 70 14 (20.0) NR (14.2, NE) 27 7 (25.9) NR (NE, NE) 0.532 (0.206, 1.372) 0.1854 

   Interaction        0.8183 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 13 (12.0) NR (NE, NE) 46 10 (21.7) NR (NE, NE) 0.393 (0.166, 0.930) 0.0279 

   Unknown 105 20 (19.0) NR (14.2, NE) 52 12 (23.1) NR (5.7, NE) 0.694 (0.338, 1.424) 0.3181 

   Interaction        0.2454 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 26 (14.5) NR (NE, NE) 84 19 (22.6) NR (NE, NE) 0.484 (0.265, 0.882) 0.0156 

   Third 34 7 (20.6) NR (23.4, NE) 14 3 (21.4) NR (1.3, NE) 0.628 (0.154, 2.571) 0.5148 

   Interaction        0.6325 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

5939



Protocol BGB-A317-303 Page 167 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (NE, NE) 8 1 (12.5) NR (0.2, NE) 0.660 (0.068, 6.376) 0.7175 

   Metastatic 180 30 (16.7) NR (32.7, NE) 90 21 (23.3) NR (NE, NE) 0.530 (0.301, 0.934) 0.0259 

   Interaction        0.9162 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) 32.7 (NE, NE) 8 2 (25.0) NR (0.1, NE) 0.578 (0.081, 4.118) 0.5799 

   No 200 30 (15.0) NR (NE, NE) 90 20 (22.2) NR (NE, NE) 0.505 (0.284, 0.897) 0.0177 

   Interaction        0.6558 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - General disorders and administration site conditions / PT - Asthenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 7 (26.9) NR (2.6, NE) 15 3 (20.0) NR (0.9, NE) 1.307 (0.337, 5.065) 0.6985 

   No 187 26 (13.9) NR (NE, NE) 83 19 (22.9) NR (NE, NE) 0.447 (0.245, 0.814) 0.0070 

   Interaction        0.2752 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 37 (26.6) 39.4 (13.2, NE) 61 18 (29.5) 22.5 (3.4, NE) 0.626 (0.353, 1.110) 0.1062 

   Age >= 65 Years 74 26 (35.1) 17.8 (10.3, 24.0) 37 12 (32.4) 10.0 (4.3, NE) 0.665 (0.329, 1.345) 0.2545 

   Interaction        0.8325 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 50 (30.1) 18.0 (13.2, NE) 71 24 (33.8) 6.2 (3.4, NE) 0.550 (0.332, 0.912) 0.0187 

   Female 47 13 (27.7) 23.9 (19.9, NE) 27 6 (22.2) NR (3.3, NE) 0.969 (0.366, 2.562) 0.9497 

   Interaction        0.2886 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 47 (28.1) 21.7 (15.8, NE) 84 27 (32.1) 6.2 (3.4, NE) 0.516 (0.315, 0.845) 0.0075 

   White 38 12 (31.6) 23.9 (12.5, NE) 12 3 (25.0) NR (1.8, NE) 1.250 (0.351, 4.453) 0.7324 

   Other 8 4 (50.0) 12.2 (0.6, NE) 2 0 (0.0) NR (NE, NE) 38906587.231 (0.000, 

NE) 

0.2585 

   Interaction        0.4750 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 47 (28.1) 21.7 (15.8, NE) 84 27 (32.1) 6.2 (3.4, NE) 0.516 (0.315, 0.845) 0.0075 

   Europe 32 9 (28.1) 23.9 (12.5, NE) 12 3 (25.0) NR (1.8, NE) 1.072 (0.289, 3.981) 0.9175 

   Other 14 7 (50.0) 12.2 (0.9, NE) 2 0 (0.0) NR (NE, NE) 12900661.221 (0.000, 

NE) 

0.2178 

   Interaction        0.6035 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 18 (36.0) 13.2 (4.5, 26.0) 16 5 (31.3) NR (2.0, NE) 0.817 (0.301, 2.220) 0.6973 

   1 163 45 (27.6) 21.7 (17.8, NE) 82 25 (30.5) 10.0 (4.2, NE) 0.601 (0.364, 0.993) 0.0447 

   Interaction        0.5461 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 46 (30.1) 21.7 (15.8, NE) 61 20 (32.8) 6.2 (4.2, NE) 0.566 (0.327, 0.979) 0.0391 

   Never 60 17 (28.3) 19.9 (13.2, 26.0) 37 10 (27.0) 22.5 (3.2, NE) 0.826 (0.377, 1.812) 0.6343 

   Interaction        0.3765 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 36 (28.8) 24.0 (15.8, NE) 59 17 (28.8) 22.5 (6.2, NE) 0.762 (0.426, 1.365) 0.3604 

   Squamous 88 27 (30.7) 18.0 (12.2, NE) 39 13 (33.3) 4.3 (3.4, NE) 0.453 (0.223, 0.919) 0.0242 

   Interaction        0.3512 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 39 (27.3) 24.0 (19.9, NE) 71 20 (28.2) 22.5 (6.2, NE) 0.681 (0.394, 1.178) 0.1682 

   Unknown 70 24 (34.3) 17.2 (6.5, NE) 27 10 (37.0) 4.2 (1.9, NE) 0.489 (0.224, 1.067) 0.0654 

   Interaction        0.6589 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 34 (31.5) 24.0 (15.8, NE) 46 12 (26.1) NR (3.3, NE) 0.653 (0.324, 1.315) 0.2320 

   Unknown 105 29 (27.6) 18.0 (12.2, NE) 52 18 (34.6) 10.0 (4.2, NE) 0.674 (0.374, 1.217) 0.1871 

   Interaction        0.7766 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 50 (27.9) 24.0 (17.8, NE) 84 26 (31.0) 10.0 (4.2, NE) 0.629 (0.389, 1.018) 0.0569 

   Third 34 13 (38.2) 15.8 (10.3, 21.7) 14 4 (28.6) NR (1.1, NE) 0.628 (0.189, 2.081) 0.4423 

   Interaction        0.6820 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 12 (36.4) 13.2 (4.5, NE) 8 2 (25.0) NR (2.0, NE) 1.271 (0.282, 5.726) 0.7541 

   Metastatic 180 51 (28.3) 23.9 (17.8, NE) 90 28 (31.1) 10.0 (4.2, NE) 0.592 (0.369, 0.951) 0.0285 

   Interaction        0.2356 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 4 (30.8) NR (1.6, NE) 8 2 (25.0) 22.5 (1.8, NE) 1.185 (0.211, 6.646) 0.8470 

   No 200 59 (29.5) 21.7 (17.2, 39.4) 90 28 (31.1) 10.0 (4.2, NE) 0.618 (0.390, 0.979) 0.0389 

   Interaction        0.5580 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 4 (15.4) NR (2.6, NE) 15 2 (13.3) NR (1.8, NE) 1.249 (0.228, 6.843) 0.7972 

   No 187 59 (31.6) 21.7 (15.8, 39.4) 83 28 (33.7) 10.0 (3.4, NE) 0.610 (0.386, 0.964) 0.0328 

   Interaction        0.5566 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 13 (9.4) NR (NE, NE) 61 8 (13.1) NR (NE, NE) 0.488 (0.199, 1.198) 0.1099 

   Age >= 65 Years 74 4 (5.4) NR (NE, NE) 37 6 (16.2) NR (4.3, NE) 0.180 (0.048, 0.679) 0.0051 

   Interaction        0.2359 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 13 (7.8) NR (NE, NE) 71 10 (14.1) NR (10.0, NE) 0.336 (0.144, 0.786) 0.0085 

   Female 47 4 (8.5) NR (32.3, NE) 27 4 (14.8) NR (NE, NE) 0.428 (0.105, 1.740) 0.2224 

   Interaction        0.8180 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 16 (9.6) NR (NE, NE) 84 12 (14.3) NR (10.0, NE) 0.445 (0.208, 0.954) 0.0328 

   White 38 1 (2.6) NR (32.3, NE) 12 2 (16.7) NR (2.8, NE) 0.000 (0.000, NE) 0.0056 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.6303 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 16 (9.6) NR (NE, NE) 84 12 (14.3) NR (10.0, NE) 0.445 (0.208, 0.954) 0.0328 

   Europe 32 0 (0.0) NR (NE, NE) 12 2 (16.7) NR (2.8, NE) 0.000 (0.000, NE) 0.0132 

   Other 14 1 (7.1) 32.3 (NE, NE) 2 0 (0.0) NR (NE, NE) 263381775416123 

(0.000, NE) 

0.3173 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 5 (10.0) NR (NE, NE) 16 3 (18.8) NR (2.0, NE) 0.355 (0.083, 1.506) 0.1457 

   1 163 12 (7.4) NR (NE, NE) 82 11 (13.4) NR (10.0, NE) 0.360 (0.155, 0.841) 0.0138 

   Interaction        0.9911 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 12 (7.8) NR (NE, NE) 61 8 (13.1) NR (10.0, NE) 0.402 (0.162, 0.997) 0.0420 

   Never 60 5 (8.3) NR (17.8, NE) 37 6 (16.2) NR (NE, NE) 0.359 (0.108, 1.191) 0.0810 

   Interaction        0.9886 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 10 (8.0) NR (NE, NE) 59 9 (15.3) NR (10.0, NE) 0.381 (0.153, 0.950) 0.0318 

   Squamous 88 7 (8.0) NR (NE, NE) 39 5 (12.8) NR (4.3, NE) 0.326 (0.095, 1.120) 0.0618 

   Interaction        0.9163 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 10 (7.0) NR (NE, NE) 71 9 (12.7) NR (10.0, NE) 0.382 (0.153, 0.956) 0.0331 

   Unknown 70 7 (10.0) NR (17.8, NE) 27 5 (18.5) NR (3.4, NE) 0.266 (0.076, 0.931) 0.0265 

   Interaction        0.7695 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 9 (8.3) NR (NE, NE) 46 5 (10.9) NR (NE, NE) 0.466 (0.151, 1.436) 0.1751 

   Unknown 105 8 (7.6) NR (32.3, NE) 52 9 (17.3) NR (10.0, NE) 0.339 (0.130, 0.883) 0.0203 

   Interaction        0.8585 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

5964



Protocol BGB-A317-303 Page 192 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 16 (8.9) NR (NE, NE) 84 12 (14.3) NR (10.0, NE) 0.416 (0.194, 0.890) 0.0198 

   Third 34 1 (2.9) NR (NE, NE) 14 2 (14.3) NR (2.8, NE) 0.161 (0.014, 1.821) 0.0935 

   Interaction        0.3180 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

5965



Protocol BGB-A317-303 Page 193 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 5 (15.2) NR (13.2, NE) 8 2 (25.0) NR (2.0, NE) 0.476 (0.091, 2.506) 0.3708 

   Metastatic 180 12 (6.7) NR (NE, NE) 90 12 (13.3) NR (10.0, NE) 0.328 (0.145, 0.744) 0.0052 

   Interaction        0.6219 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (4.0, NE) 8 0 (0.0) NR (NE, NE) 45905644.744 (0.000, 

NE) 

0.3558 

   No 200 15 (7.5) NR (NE, NE) 90 14 (15.6) NR (10.0, NE) 0.310 (0.147, 0.652) 0.0011 

   Interaction        0.9879 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (3.2, NE) 15 2 (13.3) NR (2.8, NE) 0.541 (0.076, 3.854) 0.5336 

   No 187 15 (8.0) NR (NE, NE) 83 12 (14.5) NR (10.0, NE) 0.353 (0.163, 0.766) 0.0060 

   Interaction        0.7154 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 90 (64.7) 2.1 (1.4, 3.1) 61 37 (60.7) 1.1 (0.7, 3.9) 0.803 (0.547, 1.179) 0.2713 

   Age >= 65 Years 74 38 (51.4) 5.5 (1.8, 22.5) 37 26 (70.3) 1.0 (0.3, 1.4) 0.422 (0.255, 0.699) 0.0006 

   Interaction        0.0407 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 102 (61.4) 2.1 (1.7, 4.2) 71 52 (73.2) 1.0 (0.5, 1.4) 0.508 (0.362, 0.713) <0.0001 

   Female 47 26 (55.3) 3.1 (1.4, NE) 27 11 (40.7) NR (0.5, NE) 1.094 (0.539, 2.220) 0.7937 

   Interaction        0.0526 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

5970



Protocol BGB-A317-303 Page 198 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 112 (67.1) 1.9 (1.4, 2.3) 84 61 (72.6) 0.9 (0.5, 1.1) 0.538 (0.392, 0.739) 0.0001 

   White 38 15 (39.5) 42.1 (3.0, NE) 12 2 (16.7) NR (1.6, NE) 2.465 (0.560, 10.853) 0.2167 

   Other 8 1 (12.5) NR (0.7, NE) 2 0 (0.0) NR (NE, NE) 12737130.128 (0.000, 

NE) 

0.6171 

   Interaction        0.1218 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 112 (67.1) 1.9 (1.4, 2.3) 84 61 (72.6) 0.9 (0.5, 1.1) 0.538 (0.392, 0.739) 0.0001 

   Europe 32 13 (40.6) 42.1 (1.8, NE) 12 2 (16.7) NR (1.6, NE) 2.582 (0.577, 11.546) 0.1970 

   Other 14 3 (21.4) NR (6.2, NE) 2 0 (0.0) NR (NE, NE) 11061354.060 (0.000, 

NE) 

0.5030 

   Interaction        0.1103 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 30 (60.0) 3.5 (2.0, 7.9) 16 11 (68.8) 0.4 (0.3, NE) 0.523 (0.261, 1.049) 0.0750 

   1 163 98 (60.1) 2.1 (1.6, 4.2) 82 52 (63.4) 1.1 (0.7, 1.7) 0.669 (0.477, 0.938) 0.0190 

   Interaction        0.5750 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 92 (60.1) 2.3 (1.6, 4.8) 61 43 (70.5) 1.0 (0.7, 1.7) 0.548 (0.379, 0.792) 0.0013 

   Never 60 36 (60.0) 2.1 (1.2, 3.5) 37 20 (54.1) 1.0 (0.5, NE) 0.791 (0.457, 1.371) 0.4175 

   Interaction        0.2571 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 70 (56.0) 2.3 (2.0, 4.8) 59 36 (61.0) 1.0 (0.7, 3.9) 0.635 (0.424, 0.951) 0.0304 

   Squamous 88 58 (65.9) 1.8 (1.4, 4.3) 39 27 (69.2) 1.1 (0.3, 1.7) 0.610 (0.383, 0.971) 0.0344 

   Interaction        0.8727 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 81 (56.6) 3.1 (2.0, 4.8) 71 43 (60.6) 1.1 (0.7, 3.9) 0.671 (0.463, 0.973) 0.0380 

   Unknown 70 47 (67.1) 1.6 (1.2, 4.3) 27 20 (74.1) 0.7 (0.3, 1.3) 0.539 (0.318, 0.914) 0.0199 

   Interaction        0.4827 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 68 (63.0) 2.1 (1.6, 3.5) 46 28 (60.9) 1.0 (0.7, 2.1) 0.685 (0.439, 1.069) 0.0974 

   Unknown 105 60 (57.1) 3.5 (1.6, 6.7) 52 35 (67.3) 1.0 (0.3, 1.6) 0.603 (0.397, 0.916) 0.0192 

   Interaction        0.5861 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 108 (60.3) 2.1 (1.6, 3.5) 84 56 (66.7) 1.0 (0.7, 1.6) 0.643 (0.465, 0.890) 0.0083 

   Third 34 20 (58.8) 4.0 (1.8, 7.0) 14 7 (50.0) 1.1 (0.3, NE) 0.653 (0.273, 1.565) 0.3296 

   Interaction        0.8622 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 20 (60.6) 3.5 (1.4, 10.4) 8 4 (50.0) NR (0.1, NE) 1.119 (0.380, 3.291) 0.8377 

   Metastatic 180 108 (60.0) 2.1 (1.6, 4.0) 90 59 (65.6) 1.0 (0.7, 1.6) 0.608 (0.442, 0.837) 0.0023 

   Interaction        0.2643 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 10 (76.9) 1.6 (0.7, 5.1) 8 4 (50.0) 1.6 (0.3, NE) 1.035 (0.317, 3.377) 0.9534 

   No 200 118 (59.0) 2.8 (1.8, 4.2) 90 59 (65.6) 1.0 (0.7, 1.6) 0.619 (0.452, 0.848) 0.0029 

   Interaction        0.3081 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 17 (65.4) 1.1 (0.7, NE) 15 11 (73.3) 0.9 (0.3, 1.3) 0.589 (0.273, 1.267) 0.1713 

   No 187 111 (59.4) 3.0 (2.0, 4.3) 83 52 (62.7) 1.1 (0.7, 2.1) 0.671 (0.482, 0.934) 0.0192 

   Interaction        0.4304 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 9 (6.5) NR (38.7, NE) 61 7 (11.5) NR (NE, NE) 0.316 (0.109, 0.917) 0.0261 

   Age >= 65 Years 74 5 (6.8) NR (NE, NE) 37 4 (10.8) NR (NE, NE) 0.580 (0.156, 2.159) 0.4107 

   Interaction        0.8449 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 12 (7.2) NR (42.3, NE) 71 10 (14.1) NR (NE, NE) 0.353 (0.149, 0.839) 0.0141 

   Female 47 2 (4.3) NR (21.4, NE) 27 1 (3.7) NR (NE, NE) 0.870 (0.076, 9.930) 0.9110 

   Interaction        0.4805 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 14 (8.4) NR (42.3, NE) 84 11 (13.1) NR (NE, NE) 0.425 (0.187, 0.965) 0.0358 

   White 38 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 14 (8.4) NR (42.3, NE) 84 11 (13.1) NR (NE, NE) 0.425 (0.187, 0.965) 0.0358 

   Europe 32 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 2 (4.0) NR (21.2, NE) 16 2 (12.5) NR (NE, NE) 0.246 (0.033, 1.836) 0.1409 

   1 163 12 (7.4) NR (NE, NE) 82 9 (11.0) NR (NE, NE) 0.505 (0.209, 1.219) 0.1223 

   Interaction        0.5232 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 11 (7.2) NR (42.3, NE) 61 8 (13.1) NR (NE, NE) 0.363 (0.142, 0.931) 0.0284 

   Never 60 3 (5.0) NR (NE, NE) 37 3 (8.1) NR (NE, NE) 0.528 (0.105, 2.647) 0.4296 

   Interaction        0.8398 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

5987



Protocol BGB-A317-303 Page 215 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 8 (6.4) NR (NE, NE) 59 7 (11.9) NR (NE, NE) 0.432 (0.155, 1.203) 0.0990 

   Squamous 88 6 (6.8) NR (38.7, NE) 39 4 (10.3) NR (NE, NE) 0.379 (0.094, 1.524) 0.1558 

   Interaction        0.9750 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 9 (6.3) NR (NE, NE) 71 8 (11.3) NR (NE, NE) 0.432 (0.165, 1.133) 0.0798 

   Unknown 70 5 (7.1) NR (38.7, NE) 27 3 (11.1) NR (NE, NE) 0.345 (0.070, 1.714) 0.1730 

   Interaction        0.9799 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 6 (5.6) NR (NE, NE) 46 7 (15.2) NR (NE, NE) 0.166 (0.043, 0.641) 0.0030 

   Unknown 105 8 (7.6) NR (38.7, NE) 52 4 (7.7) NR (NE, NE) 0.835 (0.250, 2.783) 0.7682 

   Interaction        0.0875 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 13 (7.3) NR (42.3, NE) 84 10 (11.9) NR (NE, NE) 0.461 (0.199, 1.067) 0.0646 

   Third 34 1 (2.9) NR (NE, NE) 14 1 (7.1) NR (NE, NE) 0.178 (0.009, 3.644) 0.2228 

   Interaction        0.7128 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) 42.3 (42.3, NE) 8 2 (25.0) NR (0.1, NE) 0.210 (0.029, 1.491) 0.0847 

   Metastatic 180 11 (6.1) NR (NE, NE) 90 9 (10.0) NR (NE, NE) 0.442 (0.179, 1.092) 0.0702 

   Interaction        0.5971 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (0.7, NE) 0.560 (0.035, 8.965) 0.6781 

   No 200 13 (6.5) NR (NE, NE) 90 10 (11.1) NR (NE, NE) 0.413 (0.177, 0.961) 0.0347 

   Interaction        0.9064 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood bilirubin increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 4 (15.4) NR (5.6, NE) 15 1 (6.7) NR (NE, NE) 1.792 (0.198, 16.223) 0.5986 

   No 187 10 (5.3) NR (42.3, NE) 83 10 (12.0) NR (NE, NE) 0.316 (0.129, 0.773) 0.0080 

   Interaction        0.1600 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 18 (12.9) NR (31.1, NE) 61 1 (1.6) NR (NE, NE) 5.670 (0.751, 42.791) 0.0574 

   Age >= 65 Years 74 4 (5.4) NR (25.6, NE) 37 0 (0.0) NR (NE, NE) 14200532.826 (0.000, 

NE) 

0.2764 

   Interaction        0.9924 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 21 (12.7) NR (31.1, NE) 71 1 (1.4) NR (NE, NE) 5.606 (0.745, 42.178) 0.0595 

   Female 47 1 (2.1) NR (NE, NE) 27 0 (0.0) NR (NE, NE) 18023830.730 (0.000, 

NE) 

0.4652 

   Interaction        0.9932 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 20 (12.0) NR (31.1, NE) 84 1 (1.2) NR (NE, NE) 6.482 (0.860, 48.853) 0.0372 

   White 38 2 (5.3) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 12698194.569 (0.000, 

NE) 

0.4819 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 20 (12.0) NR (31.1, NE) 84 1 (1.2) NR (NE, NE) 6.482 (0.860, 48.853) 0.0372 

   Europe 32 1 (3.1) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 13912525.036 (0.000, 

NE) 

0.5727 

   Other 14 1 (7.1) NR (6.2, NE) 2 0 (0.0) NR (NE, NE) 10725374.567 (0.000, 

NE) 

0.7237 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 4 (8.0) NR (31.1, NE) 16 1 (6.3) NR (NE, NE) 0.970 (0.106, 8.879) 0.9784 

   1 163 18 (11.0) NR (44.3, NE) 82 0 (0.0) NR (NE, NE) 15290260.262 (0.000, 

NE) 

0.0130 

   Interaction        0.9915 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 18 (11.8) NR (31.1, NE) 61 0 (0.0) NR (NE, NE) 13789833.660 (0.000, 

NE) 

0.0371 

   Never 60 4 (6.7) NR (NE, NE) 37 1 (2.7) NR (NE, NE) 2.211 (0.247, 19.803) 0.4665 

   Interaction        0.9895 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 13 (10.4) NR (25.6, NE) 59 0 (0.0) NR (NE, NE) 15135767.283 (0.000, 

NE) 

0.0260 

   Squamous 88 9 (10.2) NR (31.1, NE) 39 1 (2.6) NR (NE, NE) 2.231 (0.266, 18.703) 0.4478 

   Interaction        0.9881 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 13 (9.1) NR (NE, NE) 71 1 (1.4) NR (NE, NE) 4.864 (0.634, 37.326) 0.0923 

   Unknown 70 9 (12.9) 44.3 (31.1, NE) 27 0 (0.0) NR (NE, NE) 14266841.232 (0.000, 

NE) 

0.1582 

   Interaction        0.9904 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 13 (12.0) NR (25.6, NE) 46 1 (2.2) NR (NE, NE) 3.008 (0.381, 23.743) 0.2726 

   Unknown 105 9 (8.6) NR (31.1, NE) 52 0 (0.0) NR (NE, NE) 15668002.270 (0.000, 

NE) 

0.0563 

   Interaction        0.9892 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 21 (11.7) NR (31.1, NE) 84 1 (1.2) NR (NE, NE) 7.072 (0.947, 52.789) 0.0263 

   Third 34 1 (2.9) NR (NE, NE) 14 0 (0.0) NR (NE, NE) 15400981.735 (0.000, 

NE) 

0.5271 

   Interaction        0.9942 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (31.1, NE) 8 0 (0.0) NR (NE, NE) 38549597.676 (0.000, 

NE) 

0.5637 

   Metastatic 180 21 (11.7) NR (44.3, NE) 90 1 (1.1) NR (NE, NE) 7.465 (0.999, 55.768) 0.0214 

   Interaction        0.9941 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 3 (23.1) 17.9 (1.5, NE) 8 0 (0.0) NR (NE, NE) 59918378.624 (0.000, 

NE) 

0.1522 

   No 200 19 (9.5) NR (44.3, NE) 90 1 (1.1) NR (NE, NE) 5.958 (0.793, 44.740) 0.0487 

   Interaction        0.9917 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Blood creatine phosphokinase increased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (NE, NE) 15 0 (0.0) NR (NE, NE) 17548059.404 (0.000, 

NE) 

0.3125 

   No 187 20 (10.7) NR (44.3, NE) 83 1 (1.2) NR (NE, NE) 6.053 (0.809, 45.292) 0.0458 

   Interaction        0.9932 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 4 (2.9) NR (NE, NE) 61 23 (37.7) NR (2.5, NE) 0.052 (0.018, 0.151) <0.0001 

   Age >= 65 Years 74 1 (1.4) NR (NE, NE) 37 16 (43.2) NR (1.0, NE) 0.024 (0.003, 0.182) <0.0001 

   Interaction        0.4273 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 4 (2.4) NR (NE, NE) 71 32 (45.1) 3.9 (1.7, NE) 0.035 (0.012, 0.100) <0.0001 

   Female 47 1 (2.1) NR (NE, NE) 27 7 (25.9) NR (NE, NE) 0.065 (0.008, 0.532) 0.0007 

   Interaction        0.6616 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 5 (3.0) NR (NE, NE) 84 39 (46.4) 3.2 (1.1, NE) 0.040 (0.016, 0.103) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 5 (3.0) NR (NE, NE) 84 39 (46.4) 3.2 (1.1, NE) 0.040 (0.016, 0.103) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (23.0, NE) 16 10 (62.5) 0.4 (0.3, NE) 0.021 (0.003, 0.163) <0.0001 

   1 163 4 (2.5) NR (NE, NE) 82 29 (35.4) NR (3.2, NE) 0.048 (0.017, 0.137) <0.0001 

   Interaction        0.3429 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) NR (NE, NE) 61 23 (37.7) NR (2.5, NE) 0.023 (0.005, 0.098) <0.0001 

   Never 60 3 (5.0) NR (23.0, NE) 37 16 (43.2) NR (0.9, NE) 0.081 (0.024, 0.280) <0.0001 

   Interaction        0.2406 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 3 (2.4) NR (NE, NE) 59 23 (39.0) NR (1.1, NE) 0.046 (0.014, 0.152) <0.0001 

   Squamous 88 2 (2.3) NR (NE, NE) 39 16 (41.0) 3.2 (1.9, NE) 0.020 (0.003, 0.149) <0.0001 

   Interaction        0.8445 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 3 (2.1) NR (NE, NE) 71 27 (38.0) NR (3.2, NE) 0.040 (0.012, 0.133) <0.0001 

   Unknown 70 2 (2.9) NR (NE, NE) 27 12 (44.4) 2.5 (0.5, NE) 0.022 (0.003, 0.171) <0.0001 

   Interaction        0.9611 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 3 (2.8) NR (NE, NE) 46 18 (39.1) NR (1.1, NE) 0.028 (0.006, 0.127) <0.0001 

   Unknown 105 2 (1.9) NR (NE, NE) 52 21 (40.4) NR (1.9, NE) 0.035 (0.008, 0.152) <0.0001 

   Interaction        0.8137 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 4 (2.2) NR (NE, NE) 84 35 (41.7) NR (1.9, NE) 0.037 (0.013, 0.105) <0.0001 

   Third 34 1 (2.9) NR (NE, NE) 14 4 (28.6) NR (0.9, NE) 0.083 (0.009, 0.744) 0.0046 

   Interaction        0.5651 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (23.0, NE) 8 3 (37.5) NR (0.3, NE) 0.075 (0.008, 0.721) 0.0039 

   Metastatic 180 4 (2.2) NR (NE, NE) 90 36 (40.0) NR (2.5, NE) 0.038 (0.013, 0.107) <0.0001 

   Interaction        0.6928 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0623 

   No 200 5 (2.5) NR (NE, NE) 90 37 (41.1) NR (2.0, NE) 0.041 (0.016, 0.106) <0.0001 

   Interaction        0.9901 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (10.0, NE) 15 7 (46.7) NR (0.3, NE) 0.000 (0.000, NE) <0.0001 

   No 187 4 (2.1) NR (NE, NE) 83 32 (38.6) NR (2.5, NE) 0.040 (0.014, 0.113) <0.0001 

   Interaction        0.8412 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 6 (4.3) NR (NE, NE) 61 19 (31.1) NR (3.9, NE) 0.104 (0.041, 0.262) <0.0001 

   Age >= 65 Years 74 2 (2.7) NR (NE, NE) 37 14 (37.8) NR (1.0, NE) 0.056 (0.013, 0.248) <0.0001 

   Interaction        0.4339 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 6 (3.6) NR (NE, NE) 71 27 (38.0) NR (2.5, NE) 0.068 (0.028, 0.166) <0.0001 

   Female 47 2 (4.3) NR (NE, NE) 27 6 (22.2) NR (NE, NE) 0.169 (0.034, 0.838) 0.0138 

   Interaction        0.4299 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 8 (4.8) NR (NE, NE) 84 32 (38.1) NR (2.5, NE) 0.089 (0.041, 0.195) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.0752 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 8 (4.8) NR (NE, NE) 84 32 (38.1) NR (2.5, NE) 0.089 (0.041, 0.195) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.1025 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) NR (23.0, NE) 16 7 (43.8) NR (0.3, NE) 0.101 (0.026, 0.394) <0.0001 

   1 163 5 (3.1) NR (NE, NE) 82 26 (31.7) NR (3.9, NE) 0.074 (0.028, 0.194) <0.0001 

   Interaction        0.8245 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 4 (2.6) NR (NE, NE) 61 20 (32.8) NR (2.6, NE) 0.060 (0.020, 0.176) <0.0001 

   Never 60 4 (6.7) NR (23.0, NE) 37 13 (35.1) NR (1.0, NE) 0.143 (0.046, 0.441) <0.0001 

   Interaction        0.3217 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 3 (2.4) NR (NE, NE) 59 20 (33.9) NR (3.9, NE) 0.056 (0.017, 0.188) <0.0001 

   Squamous 88 5 (5.7) NR (NE, NE) 39 13 (33.3) NR (2.5, NE) 0.128 (0.045, 0.362) <0.0001 

   Interaction        0.2716 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 3 (2.1) NR (NE, NE) 71 22 (31.0) NR (NE, NE) 0.054 (0.016, 0.182) <0.0001 

   Unknown 70 5 (7.1) NR (NE, NE) 27 11 (40.7) 2.6 (1.0, NE) 0.118 (0.040, 0.344) <0.0001 

   Interaction        0.2612 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 3 (2.8) NR (NE, NE) 46 14 (30.4) NR (NE, NE) 0.050 (0.011, 0.222) <0.0001 

   Unknown 105 5 (4.8) NR (NE, NE) 52 19 (36.5) NR (2.5, NE) 0.102 (0.038, 0.273) <0.0001 

   Interaction        0.5266 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 8 (4.5) NR (NE, NE) 84 28 (33.3) NR (3.9, NE) 0.103 (0.047, 0.227) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 5 (35.7) NR (0.3, NE) 0.000 (0.000, NE) 0.0002 

   Interaction        0.9860 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

6030



Protocol BGB-A317-303 Page 258 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (23.0, NE) 8 3 (37.5) NR (0.2, NE) 0.199 (0.040, 0.994) 0.0314 

   Metastatic 180 5 (2.8) NR (NE, NE) 90 30 (33.3) NR (3.9, NE) 0.063 (0.024, 0.164) <0.0001 

   Interaction        0.2703 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0623 

   No 200 8 (4.0) NR (NE, NE) 90 31 (34.4) NR (3.9, NE) 0.087 (0.040, 0.191) <0.0001 

   Interaction        0.9877 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (3.9, NE) 15 8 (53.3) 1.1 (0.3, NE) 0.050 (0.006, 0.403) <0.0001 

   No 187 7 (3.7) NR (NE, NE) 83 25 (30.1) NR (NE, NE) 0.097 (0.042, 0.226) <0.0001 

   Interaction        0.5066 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 11 (7.9) NR (NE, NE) 61 7 (11.5) NR (NE, NE) 0.551 (0.212, 1.435) 0.2149 

   Age >= 65 Years 74 5 (6.8) NR (NE, NE) 37 6 (16.2) NR (NE, NE) 0.279 (0.082, 0.952) 0.0309 

   Interaction        0.3632 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 13 (7.8) NR (NE, NE) 71 11 (15.5) NR (NE, NE) 0.356 (0.156, 0.813) 0.0108 

   Female 47 3 (6.4) NR (NE, NE) 27 2 (7.4) NR (NE, NE) 0.683 (0.113, 4.115) 0.6753 

   Interaction        0.5254 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 15 (9.0) NR (NE, NE) 84 13 (15.5) NR (NE, NE) 0.409 (0.191, 0.876) 0.0178 

   White 38 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 8 1 (12.5) NR (3.9, NE) 2 0 (0.0) NR (NE, NE) 32376985.043 (0.000, 

NE) 

0.6547 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 15 (9.0) NR (NE, NE) 84 13 (15.5) NR (NE, NE) 0.409 (0.191, 0.876) 0.0178 

   Europe 32 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 14 1 (7.1) NR (3.9, NE) 2 0 (0.0) NR (NE, NE) 10344148.665 (0.000, 

NE) 

0.7518 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 16 3 (18.8) NR (4.1, NE) 0.165 (0.027, 1.003) 0.0263 

   1 163 14 (8.6) NR (NE, NE) 82 10 (12.2) NR (NE, NE) 0.514 (0.225, 1.176) 0.1094 

   Interaction        0.2135 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 11 (7.2) NR (NE, NE) 61 7 (11.5) NR (NE, NE) 0.395 (0.147, 1.060) 0.0570 

   Never 60 5 (8.3) NR (NE, NE) 37 6 (16.2) NR (NE, NE) 0.445 (0.135, 1.465) 0.1718 

   Interaction        0.9695 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 7 (5.6) NR (NE, NE) 59 7 (11.9) NR (NE, NE) 0.383 (0.133, 1.099) 0.0644 

   Squamous 88 9 (10.2) NR (NE, NE) 39 6 (15.4) NR (NE, NE) 0.364 (0.115, 1.149) 0.0730 

   Interaction        0.9151 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 8 (5.6) NR (NE, NE) 71 8 (11.3) NR (NE, NE) 0.379 (0.140, 1.021) 0.0468 

   Unknown 70 8 (11.4) NR (18.1, NE) 27 5 (18.5) NR (NE, NE) 0.376 (0.113, 1.251) 0.0986 

   Interaction        0.9573 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 7 (6.5) NR (NE, NE) 46 6 (13.0) NR (NE, NE) 0.285 (0.086, 0.947) 0.0291 

   Unknown 105 9 (8.6) NR (NE, NE) 52 7 (13.5) NR (NE, NE) 0.555 (0.206, 1.493) 0.2395 

   Interaction        0.4116 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 13 (7.3) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.427 (0.189, 0.964) 0.0354 

   Third 34 3 (8.8) NR (19.1, NE) 14 2 (14.3) NR (NE, NE) 0.237 (0.029, 1.938) 0.1485 

   Interaction        0.8472 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 4 (12.1) NR (13.5, NE) 8 1 (12.5) NR (0.2, NE) 0.707 (0.078, 6.407) 0.7569 

   Metastatic 180 12 (6.7) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.391 (0.173, 0.881) 0.0191 

   Interaction        0.5525 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (1.0, NE) 0.000 (0.000, NE) 0.1904 

   No 200 16 (8.0) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.435 (0.203, 0.933) 0.0282 

   Interaction        0.9901 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 3 (11.5) NR (3.9, NE) 15 3 (20.0) NR (0.3, NE) 0.531 (0.107, 2.643) 0.4391 

   No 187 13 (7.0) NR (NE, NE) 83 10 (12.0) NR (NE, NE) 0.410 (0.177, 0.948) 0.0314 

   Interaction        0.9208 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 15 (10.8) NR (NE, NE) 61 15 (24.6) 7.4 (5.7, NE) 0.293 (0.141, 0.607) 0.0005 

   Age >= 65 Years 74 14 (18.9) NR (19.0, NE) 37 7 (18.9) 7.7 (6.7, NE) 0.630 (0.245, 1.619) 0.3342 

   Interaction        0.3038 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 20 (12.0) NR (NE, NE) 71 14 (19.7) 6.7 (5.7, NE) 0.402 (0.198, 0.817) 0.0094 

   Female 47 9 (19.1) 27.2 (19.0, NE) 27 8 (29.6) 7.7 (4.2, NE) 0.447 (0.169, 1.181) 0.0960 

   Interaction        0.5892 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 20 (12.0) NR (NE, NE) 84 14 (16.7) 6.3 (5.7, NE) 0.447 (0.219, 0.913) 0.0235 

   White 38 7 (18.4) NR (14.4, NE) 12 7 (58.3) 7.4 (0.6, NE) 0.173 (0.054, 0.554) 0.0009 

   Other 8 2 (25.0) NR (0.6, NE) 2 1 (50.0) NR (0.0, NE) 0.334 (0.030, 3.778) 0.3527 

   Interaction        0.5356 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 20 (12.0) NR (NE, NE) 84 14 (16.7) 6.3 (5.7, NE) 0.447 (0.219, 0.913) 0.0235 

   Europe 32 6 (18.8) NR (14.4, NE) 12 7 (58.3) 7.4 (0.6, NE) 0.167 (0.048, 0.584) 0.0015 

   Other 14 3 (21.4) NR (3.4, NE) 2 1 (50.0) NR (0.0, NE) 0.296 (0.030, 2.891) 0.2660 

   Interaction        0.6020 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 7 (14.0) NR (NE, NE) 16 5 (31.3) 6.3 (2.1, NE) 0.324 (0.101, 1.037) 0.0461 

   1 163 22 (13.5) NR (NE, NE) 82 17 (20.7) 7.4 (6.2, NE) 0.370 (0.189, 0.726) 0.0027 

   Interaction        0.6750 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 22 (14.4) NR (NE, NE) 61 15 (24.6) 7.4 (5.7, NE) 0.372 (0.188, 0.737) 0.0033 

   Never 60 7 (11.7) NR (27.2, NE) 37 7 (18.9) 7.7 (6.2, NE) 0.407 (0.138, 1.202) 0.0937 

   Interaction        0.6237 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 20 (16.0) NR (27.2, NE) 59 13 (22.0) 7.7 (4.7, NE) 0.525 (0.258, 1.069) 0.0709 

   Squamous 88 9 (10.2) NR (NE, NE) 39 9 (23.1) 6.7 (5.7, NE) 0.205 (0.072, 0.585) 0.0012 

   Interaction        0.1702 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 22 (15.4) NR (27.2, NE) 71 17 (23.9) 7.4 (5.7, NE) 0.424 (0.221, 0.814) 0.0080 

   Unknown 70 7 (10.0) NR (15.5, NE) 27 5 (18.5) 6.7 (6.7, NE) 0.309 (0.089, 1.067) 0.0504 

   Interaction        0.6173 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 12 (11.1) NR (NE, NE) 46 11 (23.9) 4.7 (4.2, NE) 0.203 (0.081, 0.511) 0.0002 

   Unknown 105 17 (16.2) NR (15.5, NE) 52 11 (21.2) 11.7 (6.7, NE) 0.575 (0.267, 1.238) 0.1526 

   Interaction        0.0860 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 26 (14.5) NR (NE, NE) 84 20 (23.8) 7.4 (6.2, NE) 0.401 (0.220, 0.731) 0.0021 

   Third 34 3 (8.8) NR (15.5, NE) 14 2 (14.3) 7.7 (NE, NE) 0.280 (0.037, 2.118) 0.1902 

   Interaction        0.8547 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 3 (9.1) NR (NE, NE) 8 4 (50.0) 11.7 (0.1, NE) 0.152 (0.034, 0.683) 0.0047 

   Metastatic 180 26 (14.4) NR (27.2, NE) 90 18 (20.0) 7.4 (6.2, NE) 0.440 (0.236, 0.822) 0.0082 

   Interaction        0.0921 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 6 (46.2) 4.0 (1.2, NE) 8 2 (25.0) 6.2 (0.3, NE) 3.617 (0.435, 30.110) 0.1986 

   No 200 23 (11.5) NR (NE, NE) 90 20 (22.2) 7.7 (6.3, NE) 0.307 (0.164, 0.573) <0.0001 

   Interaction        0.0412 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Nervous system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 3 (11.5) NR (NE, NE) 15 4 (26.7) NR (2.6, NE) 0.543 (0.120, 2.462) 0.4222 

   No 187 26 (13.9) NR (NE, NE) 83 18 (21.7) 7.7 (6.2, NE) 0.388 (0.208, 0.725) 0.0021 

   Interaction        0.9157 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 14 (10.1) NR (NE, NE) 61 8 (13.1) NR (10.1, NE) 0.561 (0.233, 1.352) 0.1924 

   Age >= 65 Years 74 3 (4.1) NR (NE, NE) 37 6 (16.2) NR (NE, NE) 0.138 (0.031, 0.611) 0.0031 

   Interaction        0.1086 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 10 (6.0) NR (NE, NE) 71 5 (7.0) NR (NE, NE) 0.635 (0.214, 1.886) 0.4106 

   Female 47 7 (14.9) NR (16.2, NE) 27 9 (33.3) 10.1 (7.4, NE) 0.268 (0.094, 0.760) 0.0083 

   Interaction        0.2861 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 14 (8.4) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.466 (0.209, 1.041) 0.0572 

   White 38 3 (7.9) NR (12.0, NE) 12 2 (16.7) 10.1 (7.4, NE) 0.260 (0.041, 1.658) 0.1284 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.1, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.9961 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 14 (8.4) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.466 (0.209, 1.041) 0.0572 

   Europe 32 1 (3.1) NR (11.8, NE) 12 2 (16.7) 10.1 (7.4, NE) 0.085 (0.007, 0.996) 0.0155 

   Other 14 2 (14.3) NR (12.0, NE) 2 1 (50.0) NR (0.1, NE) 0.101 (0.006, 1.684) 0.0510 

   Interaction        0.4257 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 4 (8.0) NR (21.6, NE) 16 1 (6.3) NR (NE, NE) 0.714 (0.073, 7.007) 0.7714 

   1 163 13 (8.0) NR (NE, NE) 82 13 (15.9) NR (10.1, NE) 0.343 (0.156, 0.754) 0.0055 

   Interaction        0.4567 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 11 (7.2) NR (NE, NE) 61 5 (8.2) NR (7.4, NE) 0.624 (0.212, 1.839) 0.3891 

   Never 60 6 (10.0) NR (21.6, NE) 37 9 (24.3) NR (10.1, NE) 0.258 (0.088, 0.755) 0.0084 

   Interaction        0.2502 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 15 (12.0) NR (NE, NE) 59 9 (15.3) NR (10.1, NE) 0.585 (0.254, 1.348) 0.2042 

   Squamous 88 2 (2.3) NR (NE, NE) 39 5 (12.8) NR (NE, NE) 0.073 (0.008, 0.632) 0.0020 

   Interaction        0.0702 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 16 (11.2) NR (NE, NE) 71 10 (14.1) NR (10.1, NE) 0.553 (0.247, 1.235) 0.1440 

   Unknown 70 1 (1.4) NR (NE, NE) 27 4 (14.8) NR (2.6, NE) 0.075 (0.008, 0.679) 0.0030 

   Interaction        0.0615 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 10 (9.3) NR (NE, NE) 46 6 (13.0) NR (NE, NE) 0.438 (0.150, 1.283) 0.1227 

   Unknown 105 7 (6.7) NR (NE, NE) 52 8 (15.4) NR (10.1, NE) 0.333 (0.120, 0.924) 0.0266 

   Interaction        0.8746 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 12 (6.7) NR (NE, NE) 84 12 (14.3) NR (10.1, NE) 0.306 (0.134, 0.698) 0.0030 

   Third 34 5 (14.7) NR (NE, NE) 14 2 (14.3) NR (2.6, NE) 0.768 (0.145, 4.075) 0.7555 

   Interaction        0.4351 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (21.6, NE) 8 2 (25.0) 10.1 (2.6, NE) 0.000 (0.000, NE) 0.0006 

   Metastatic 180 16 (8.9) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.479 (0.223, 1.027) 0.0540 

   Interaction        0.2026 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (0.0, NE) 0.529 (0.033, 8.523) 0.6479 

   No 200 16 (8.0) NR (NE, NE) 90 13 (14.4) NR (10.1, NE) 0.359 (0.168, 0.764) 0.0058 

   Interaction        0.7730 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (NE, NE) 15 4 (26.7) NR (0.1, NE) 0.241 (0.044, 1.320) 0.0767 

   No 187 15 (8.0) NR (NE, NE) 83 10 (12.0) NR (10.1, NE) 0.439 (0.194, 0.997) 0.0436 

   Interaction        0.3124 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 9 (6.5) NR (NE, NE) 61 7 (11.5) NR (11.8, NE) 0.413 (0.151, 1.126) 0.0751 

   Age >= 65 Years 74 3 (4.1) NR (NE, NE) 37 4 (10.8) NR (NE, NE) 0.215 (0.043, 1.076) 0.0431 

   Interaction        0.5205 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 8 (4.8) NR (NE, NE) 71 3 (4.2) NR (NE, NE) 0.847 (0.221, 3.251) 0.8096 

   Female 47 4 (8.5) NR (16.2, NE) 27 8 (29.6) NR (11.8, NE) 0.156 (0.041, 0.596) 0.0020 

   Interaction        0.0824 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 10 (6.0) NR (NE, NE) 84 9 (10.7) NR (NE, NE) 0.402 (0.160, 1.011) 0.0458 

   White 38 2 (5.3) NR (NE, NE) 12 1 (8.3) NR (11.8, NE) 0.375 (0.032, 4.460) 0.4210 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.1, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.9791 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 10 (6.0) NR (NE, NE) 84 9 (10.7) NR (NE, NE) 0.402 (0.160, 1.011) 0.0458 

   Europe 32 1 (3.1) NR (11.8, NE) 12 1 (8.3) NR (11.8, NE) 0.141 (0.008, 2.357) 0.1147 

   Other 14 1 (7.1) NR (NE, NE) 2 1 (50.0) NR (0.1, NE) 0.101 (0.006, 1.684) 0.0510 

   Interaction        0.3855 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 4 (8.0) NR (21.6, NE) 16 1 (6.3) NR (NE, NE) 0.714 (0.073, 7.007) 0.7714 

   1 163 8 (4.9) NR (NE, NE) 82 10 (12.2) NR (11.8, NE) 0.280 (0.108, 0.729) 0.0057 

   Interaction        0.3851 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 9 (5.9) NR (NE, NE) 61 2 (3.3) NR (NE, NE) 1.336 (0.283, 6.313) 0.7140 

   Never 60 3 (5.0) NR (21.6, NE) 37 9 (24.3) NR (11.8, NE) 0.119 (0.030, 0.472) 0.0005 

   Interaction        0.0247 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 10 (8.0) NR (NE, NE) 59 8 (13.6) NR (11.8, NE) 0.432 (0.168, 1.109) 0.0732 

   Squamous 88 2 (2.3) NR (NE, NE) 39 3 (7.7) NR (NE, NE) 0.139 (0.014, 1.334) 0.0453 

   Interaction        0.4261 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 11 (7.7) NR (NE, NE) 71 9 (12.7) NR (11.8, NE) 0.416 (0.169, 1.025) 0.0502 

   Unknown 70 1 (1.4) NR (NE, NE) 27 2 (7.4) NR (NE, NE) 0.181 (0.016, 1.998) 0.1163 

   Interaction        0.3683 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 6 (5.6) NR (NE, NE) 46 6 (13.0) NR (NE, NE) 0.212 (0.058, 0.780) 0.0107 

   Unknown 105 6 (5.7) NR (NE, NE) 52 5 (9.6) NR (11.8, NE) 0.492 (0.149, 1.620) 0.2337 

   Interaction        0.3743 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 9 (5.0) NR (NE, NE) 84 10 (11.9) NR (11.8, NE) 0.284 (0.112, 0.719) 0.0049 

   Third 34 3 (8.8) NR (NE, NE) 14 1 (7.1) NR (NE, NE) 0.842 (0.083, 8.598) 0.8848 

   Interaction        0.4304 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (21.6, NE) 8 1 (12.5) 11.8 (NE, NE) 0.000 (0.000, NE) 0.0082 

   Metastatic 180 11 (6.1) NR (NE, NE) 90 10 (11.1) NR (NE, NE) 0.407 (0.170, 0.975) 0.0377 

   Interaction        0.6131 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.0, NE) 0.000 (0.000, NE) 0.2024 

   No 200 12 (6.0) NR (NE, NE) 90 10 (11.1) NR (11.8, NE) 0.356 (0.149, 0.850) 0.0157 

   Interaction        0.9914 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Psychiatric disorders / PT - Insomnia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 3 (20.0) NR (0.1, NE) 0.000 (0.000, NE) 0.0186 

   No 187 12 (6.4) NR (NE, NE) 83 8 (9.6) NR (11.8, NE) 0.452 (0.181, 1.132) 0.0824 

   Interaction        0.9888 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 20 (14.4) NR (17.9, NE) 61 40 (65.6) 1.0 (0.6, 2.3) 0.089 (0.050, 0.159) <0.0001 

   Age >= 65 Years 74 15 (20.3) NR (11.1, NE) 37 20 (54.1) 2.0 (0.5, NE) 0.143 (0.066, 0.309) <0.0001 

   Interaction        0.2741 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 32 (19.3) NR (13.5, NE) 71 43 (60.6) 1.0 (0.6, 2.3) 0.134 (0.082, 0.219) <0.0001 

   Female 47 3 (6.4) NR (NE, NE) 27 17 (63.0) 3.1 (0.5, 5.3) 0.032 (0.007, 0.146) <0.0001 

   Interaction        0.0450 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 27 (16.2) NR (NE, NE) 84 52 (61.9) 0.9 (0.6, 1.6) 0.110 (0.066, 0.182) <0.0001 

   White 38 5 (13.2) NR (10.8, NE) 12 7 (58.3) 5.1 (0.5, NE) 0.043 (0.008, 0.224) <0.0001 

   Other 8 3 (37.5) 11.1 (1.0, NE) 2 1 (50.0) NR (0.5, NE) 0.177 (0.011, 2.946) 0.1757 

   Interaction        0.6161 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 27 (16.2) NR (NE, NE) 84 52 (61.9) 0.9 (0.6, 1.6) 0.110 (0.066, 0.182) <0.0001 

   Europe 32 4 (12.5) NR (9.1, NE) 12 7 (58.3) 5.1 (0.5, NE) 0.024 (0.003, 0.203) <0.0001 

   Other 14 4 (28.6) NR (4.1, NE) 2 1 (50.0) NR (0.5, NE) 0.242 (0.021, 2.737) 0.2143 

   Interaction        0.8013 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 9 (18.0) NR (17.9, NE) 16 10 (62.5) 0.7 (0.4, NE) 0.117 (0.041, 0.330) <0.0001 

   1 163 26 (16.0) NR (14.5, NE) 82 50 (61.0) 1.2 (0.6, 3.1) 0.105 (0.063, 0.176) <0.0001 

   Interaction        0.8699 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 31 (20.3) NR (13.5, NE) 61 39 (63.9) 1.0 (0.6, 2.4) 0.109 (0.063, 0.190) <0.0001 

   Never 60 4 (6.7) NR (NE, NE) 37 21 (56.8) 2.0 (0.6, 5.1) 0.056 (0.019, 0.171) <0.0001 

   Interaction        0.1028 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 14 (11.2) NR (NE, NE) 59 37 (62.7) 1.2 (0.6, 3.1) 0.067 (0.034, 0.131) <0.0001 

   Squamous 88 21 (23.9) NR (9.4, NE) 39 23 (59.0) 1.0 (0.5, NE) 0.175 (0.091, 0.334) <0.0001 

   Interaction        0.0385 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 17 (11.9) NR (NE, NE) 71 44 (62.0) 1.2 (0.6, 3.1) 0.071 (0.038, 0.132) <0.0001 

   Unknown 70 18 (25.7) NR (6.5, NE) 27 16 (59.3) 1.0 (0.5, NE) 0.193 (0.094, 0.399) <0.0001 

   Interaction        0.0220 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 16 (14.8) NR (NE, NE) 46 28 (60.9) 1.0 (0.6, NE) 0.082 (0.039, 0.174) <0.0001 

   Unknown 105 19 (18.1) NR (10.8, NE) 52 32 (61.5) 1.5 (0.6, 5.1) 0.131 (0.072, 0.238) <0.0001 

   Interaction        0.2531 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 28 (15.6) NR (NE, NE) 84 56 (66.7) 0.7 (0.6, 1.6) 0.089 (0.054, 0.147) <0.0001 

   Third 34 7 (20.6) NR (5.7, NE) 14 4 (28.6) 5.1 (1.0, NE) 0.383 (0.102, 1.435) 0.1362 

   Interaction        0.0205 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 9 (27.3) 13.5 (6.5, NE) 8 7 (87.5) 1.5 (0.3, 3.1) 0.136 (0.045, 0.413) <0.0001 

   Metastatic 180 26 (14.4) NR (NE, NE) 90 53 (58.9) 1.0 (0.6, 5.3) 0.098 (0.059, 0.164) <0.0001 

   Interaction        0.4242 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) 17.9 (NE, NE) 8 3 (37.5) NR (0.3, NE) 0.356 (0.058, 2.184) 0.2452 

   No 200 33 (16.5) NR (NE, NE) 90 57 (63.3) 1.0 (0.6, 2.3) 0.089 (0.054, 0.147) <0.0001 

   Interaction        0.1545 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 4 (15.4) 9.1 (6.0, NE) 15 9 (60.0) 0.5 (0.3, NE) 0.068 (0.014, 0.322) <0.0001 

   No 187 31 (16.6) NR (NE, NE) 83 51 (61.4) 1.4 (0.7, 3.1) 0.110 (0.067, 0.179) <0.0001 

   Interaction        0.9553 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 1 (0.7) NR (NE, NE) 61 35 (57.4) 1.4 (0.7, 3.1) 0.007 (0.001, 0.053) <0.0001 

   Age >= 65 Years 74 1 (1.4) NR (NE, NE) 37 17 (45.9) 5.1 (0.6, NE) 0.018 (0.002, 0.139) <0.0001 

   Interaction        0.5300 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 2 (1.2) NR (NE, NE) 71 37 (52.1) 1.6 (0.9, NE) 0.015 (0.004, 0.062) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 15 (55.6) 3.1 (0.5, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9876 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 2 (1.2) NR (NE, NE) 84 46 (54.8) 1.4 (0.6, NE) 0.013 (0.003, 0.055) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 5 (41.7) 5.1 (0.5, NE) 0.000 (0.000, NE) <0.0001 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.5, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 2 (1.2) NR (NE, NE) 84 46 (54.8) 1.4 (0.6, NE) 0.013 (0.003, 0.055) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 5 (41.7) 5.1 (0.5, NE) 0.000 (0.000, NE) <0.0001 

   Other 14 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.5, NE) 0.000 (0.000, NE) 0.0082 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 8 (50.0) 2.3 (0.5, NE) 0.000 (0.000, NE) <0.0001 

   1 163 2 (1.2) NR (NE, NE) 82 44 (53.7) 1.5 (0.7, 5.1) 0.014 (0.003, 0.056) <0.0001 

   Interaction        0.9872 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) NR (NE, NE) 61 33 (54.1) 1.4 (0.6, NE) 0.016 (0.004, 0.066) <0.0001 

   Never 60 0 (0.0) NR (NE, NE) 37 19 (51.4) 2.0 (0.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9861 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) NR (NE, NE) 59 32 (54.2) 1.6 (0.7, 5.1) 0.000 (0.000, NE) <0.0001 

   Squamous 88 2 (2.3) NR (NE, NE) 39 20 (51.3) 1.4 (0.6, NE) 0.029 (0.007, 0.127) <0.0001 

   Interaction        0.9864 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-02-01-s-aesocpt-sub-teae-cl.rtf 

6105



Protocol BGB-A317-303 Page 333 of 338 
 

Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 71 38 (53.5) 1.6 (0.7, 5.1) 0.000 (0.000, NE) <0.0001 

   Unknown 70 2 (2.9) NR (NE, NE) 27 14 (51.9) 2.0 (0.6, NE) 0.036 (0.008, 0.160) <0.0001 

   Interaction        0.9852 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) NR (NE, NE) 46 24 (52.2) 1.4 (0.6, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 105 2 (1.9) NR (NE, NE) 52 28 (53.8) 2.0 (0.6, 5.1) 0.021 (0.005, 0.090) <0.0001 

   Interaction        0.9874 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 1 (0.6) NR (NE, NE) 84 48 (57.1) 1.4 (0.6, 2.4) 0.006 (0.001, 0.043) <0.0001 

   Third 34 1 (2.9) NR (NE, NE) 14 4 (28.6) 5.1 (1.0, NE) 0.067 (0.007, 0.613) 0.0017 

   Interaction        0.0767 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (NE, NE) 8 7 (87.5) 1.9 (0.3, 3.1) 0.021 (0.003, 0.176) <0.0001 

   Metastatic 180 1 (0.6) NR (NE, NE) 90 45 (50.0) 1.6 (0.7, NE) 0.007 (0.001, 0.051) <0.0001 

   Interaction        0.3895 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 3 (37.5) NR (0.3, NE) 0.000 (0.000, NE) 0.0146 

   No 200 2 (1.0) NR (NE, NE) 90 49 (54.4) 1.6 (0.7, 5.1) 0.011 (0.003, 0.044) <0.0001 

   Interaction        0.9915 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.2.1.s: 

Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any TEAE: SOC - Skin and subcutaneous tissue disorders / PT - Alopecia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 8 (53.3) 0.6 (0.4, NE) 0.000 (0.000, NE) <0.0001 

   No 187 2 (1.1) NR (NE, NE) 83 44 (53.0) 2.0 (1.0, 5.1) 0.012 (0.003, 0.049) <0.0001 

   Interaction        0.9878 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 10% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 6 (4.3) NR (NE, NE) 61 26 (42.6) 7.2 (1.5, NE) 0.071 (0.029, 0.174) <0.0001 

   Age >= 65 Years 74 8 (10.8) NR (NE, NE) 37 19 (51.4) 2.6 (0.3, NE) 0.129 (0.055, 0.302) <0.0001 

   Interaction        0.4179 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 12 (7.2) NR (NE, NE) 71 33 (46.5) 4.6 (1.6, NE) 0.096 (0.048, 0.190) <0.0001 

   Female 47 2 (4.3) NR (NE, NE) 27 12 (44.4) 14.8 (0.3, NE) 0.070 (0.016, 0.316) <0.0001 

   Interaction        0.6327 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 12 (7.2) NR (NE, NE) 84 37 (44.0) 4.6 (1.6, NE) 0.106 (0.054, 0.205) <0.0001 

   White 38 1 (2.6) NR (NE, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.038 (0.005, 0.317) <0.0001 

   Other 8 1 (12.5) NR (1.4, NE) 2 2 (100.0) 7.5 (0.3, NE) 0.098 (0.009, 1.110) 0.0214 

   Interaction        0.5989 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 12 (7.2) NR (NE, NE) 84 37 (44.0) 4.6 (1.6, NE) 0.106 (0.054, 0.205) <0.0001 

   Europe 32 1 (3.1) NR (NE, NE) 12 6 (50.0) 2.0 (0.3, NE) 0.046 (0.005, 0.381) <0.0001 

   Other 14 1 (7.1) NR (NE, NE) 2 2 (100.0) 7.5 (0.3, NE) 0.058 (0.005, 0.670) 0.0021 

   Interaction        0.6466 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) NR (NE, NE) 16 7 (43.8) 14.8 (0.4, NE) 0.108 (0.028, 0.419) <0.0001 

   1 163 11 (6.7) NR (NE, NE) 82 38 (46.3) 4.6 (1.5, NE) 0.092 (0.046, 0.182) <0.0001 

   Interaction        0.8606 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 11 (7.2) NR (NE, NE) 61 32 (52.5) 2.6 (1.0, 7.2) 0.077 (0.038, 0.160) <0.0001 

   Never 60 3 (5.0) NR (NE, NE) 37 13 (35.1) NR (1.0, NE) 0.111 (0.032, 0.391) <0.0001 

   Interaction        0.7037 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 10 (8.0) NR (NE, NE) 59 23 (39.0) 14.8 (2.3, NE) 0.149 (0.070, 0.314) <0.0001 

   Squamous 88 4 (4.5) NR (NE, NE) 39 22 (56.4) 2.0 (0.3, NE) 0.036 (0.010, 0.123) <0.0001 

   Interaction        0.0586 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 10 (7.0) NR (NE, NE) 71 29 (40.8) 7.2 (2.3, NE) 0.119 (0.058, 0.245) <0.0001 

   Unknown 70 4 (5.7) NR (NE, NE) 27 16 (59.3) 1.5 (0.3, NE) 0.043 (0.012, 0.153) <0.0001 

   Interaction        0.2104 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 8 (7.4) NR (NE, NE) 46 19 (41.3) 4.6 (1.0, NE) 0.111 (0.047, 0.260) <0.0001 

   Unknown 105 6 (5.7) NR (NE, NE) 52 26 (50.0) 4.6 (1.0, NE) 0.079 (0.032, 0.193) <0.0001 

   Interaction        0.5565 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 12 (6.7) NR (NE, NE) 84 37 (44.0) 4.6 (2.3, NE) 0.101 (0.052, 0.195) <0.0001 

   Third 34 2 (5.9) NR (NE, NE) 14 8 (57.1) 0.3 (0.3, NE) 0.067 (0.014, 0.321) <0.0001 

   Interaction        0.2695 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-cl.rtf 

6121



Protocol BGB-A317-303 Page 11 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 3 (37.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0002 

   Metastatic 180 14 (7.8) NR (NE, NE) 90 42 (46.7) 4.6 (1.6, NE) 0.105 (0.057, 0.195) <0.0001 

   Interaction        0.9836 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 3 (37.5) NR (0.3, NE) 0.162 (0.017, 1.570) 0.0762 

   No 200 13 (6.5) NR (NE, NE) 90 42 (46.7) 4.6 (1.6, NE) 0.088 (0.047, 0.166) <0.0001 

   Interaction        0.6433 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 4 (15.4) NR (10.0, NE) 15 6 (40.0) NR (0.3, NE) 0.220 (0.055, 0.886) 0.0200 

   No 187 10 (5.3) NR (NE, NE) 83 39 (47.0) 4.6 (1.5, NE) 0.074 (0.037, 0.150) <0.0001 

   Interaction        0.0667 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 0 (0.0) NR (NE, NE) 61 10 (16.4) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Age >= 65 Years 74 0 (0.0) NR (NE, NE) 37 6 (16.2) NR (4.5, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 0 (0.0) NR (NE, NE) 71 13 (18.3) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 0.000 (0.000, NE) 0.0205 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-cl.rtf 

6126



Protocol BGB-A317-303 Page 16 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) NR (NE, NE) 84 15 (17.9) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.0752 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) NR (NE, NE) 84 15 (17.9) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.1025 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   1 163 0 (0.0) NR (NE, NE) 82 16 (19.5) NR (4.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9977 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) NR (NE, NE) 61 11 (18.0) NR (4.5, NE) 0.000 (0.000, NE) <0.0001 

   Never 60 0 (0.0) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.000 (0.000, NE) 0.0032 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 8 (13.6) -- -- -- 

   Squamous 88 0 (0.0) -- 39 8 (20.5) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 71 10 (14.1) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 70 0 (0.0) NR (NE, NE) 27 6 (22.2) NR (2.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 8 (17.4) -- -- -- 

   Unknown 105 0 (0.0) -- 52 8 (15.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) NR (NE, NE) 84 12 (14.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 4 (28.6) NR (0.3, NE) 0.000 (0.000, NE) 0.0010 

   Interaction        0.9997 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0423 

   Metastatic 180 0 (0.0) NR (NE, NE) 90 15 (16.7) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0516 

   No 200 0 (0.0) NR (NE, NE) 90 14 (15.6) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 2 (13.3) NR (2.3, NE) 0.000 (0.000, NE) 0.0809 

   No 187 0 (0.0) NR (NE, NE) 83 14 (16.9) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 1 (0.7) NR (NE, NE) 61 7 (11.5) NR (NE, NE) 0.052 (0.006, 0.427) 0.0001 

   Age >= 65 Years 74 0 (0.0) NR (NE, NE) 37 10 (27.0) NR (2.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9899 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 1 (0.6) NR (NE, NE) 71 12 (16.9) NR (NE, NE) 0.025 (0.003, 0.197) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 5 (18.5) NR (NE, NE) 0.000 (0.000, NE) 0.0020 

   Interaction        0.9912 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) NR (NE, NE) 84 15 (17.9) NR (NE, NE) 0.026 (0.003, 0.196) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 2 (16.7) NR (0.3, NE) 0.000 (0.000, NE) 0.0110 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) NR (NE, NE) 84 15 (17.9) NR (NE, NE) 0.026 (0.003, 0.196) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 2 (16.7) NR (0.3, NE) 0.000 (0.000, NE) 0.0195 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 0.000 (0.000, NE) 0.0771 

   1 163 1 (0.6) NR (NE, NE) 82 16 (19.5) NR (NE, NE) 0.023 (0.003, 0.179) <0.0001 

   Interaction        0.9920 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 1 (0.7) NR (NE, NE) 61 11 (18.0) NR (NE, NE) 0.023 (0.003, 0.190) <0.0001 

   Never 60 0 (0.0) NR (NE, NE) 37 6 (16.2) NR (NE, NE) 0.000 (0.000, NE) 0.0011 

   Interaction        0.9937 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 9 (15.3) -- -- -- 

   Squamous 88 1 (1.1) -- 39 8 (20.5) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 71 10 (14.1) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 70 1 (1.4) NR (NE, NE) 27 7 (25.9) NR (2.6, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9924 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) NR (NE, NE) 46 7 (15.2) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 105 1 (1.0) NR (NE, NE) 52 10 (19.2) NR (NE, NE) 0.040 (0.005, 0.315) <0.0001 

   Interaction        0.9916 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 1 (0.6) NR (NE, NE) 84 15 (17.9) NR (NE, NE) 0.025 (0.003, 0.190) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 2 (14.3) NR (NE, NE) 0.000 (0.000, NE) 0.0259 

   Interaction        0.9927 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (1.7, NE) 0.000 (0.000, NE) 0.0384 

   Metastatic 180 1 (0.6) NR (NE, NE) 90 16 (17.8) NR (NE, NE) 0.024 (0.003, 0.187) <0.0001 

   Interaction        0.9931 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.3, NE) 0.000 (0.000, NE) 0.2024 

   No 200 1 (0.5) NR (NE, NE) 90 16 (17.8) NR (NE, NE) 0.022 (0.003, 0.166) <0.0001 

   Interaction        0.9938 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-cl.rtf 

6149



Protocol BGB-A317-303 Page 39 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Leukopenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (10.0, NE) 15 1 (6.7) NR (NE, NE) 0.000 (0.000, NE) 0.1880 

   No 187 0 (0.0) NR (NE, NE) 83 16 (19.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9887 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 1 (0.7) NR (NE, NE) 61 14 (23.0) NR (10.2, NE) 0.024 (0.003, 0.182) <0.0001 

   Age >= 65 Years 74 1 (1.4) NR (NE, NE) 37 12 (32.4) NR (2.0, NE) 0.030 (0.004, 0.231) <0.0001 

   Interaction        0.9954 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 0 (0.0) NR (NE, NE) 71 21 (29.6) 10.2 (7.2, NE) 0.000 (0.000, NE) <0.0001 

   Female 47 2 (4.3) NR (NE, NE) 27 5 (18.5) NR (NE, NE) 0.191 (0.037, 0.989) 0.0279 

   Interaction        0.9886 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) NR (NE, NE) 84 20 (23.8) NR (7.2, NE) 0.017 (0.002, 0.126) <0.0001 

   White 38 1 (2.6) NR (NE, NE) 12 5 (41.7) NR (0.3, NE) 0.047 (0.005, 0.409) 0.0001 

   Other 8 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0455 

   Interaction        0.8505 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) NR (NE, NE) 84 20 (23.8) NR (7.2, NE) 0.017 (0.002, 0.126) <0.0001 

   Europe 32 1 (3.1) NR (NE, NE) 12 5 (41.7) NR (0.3, NE) 0.057 (0.007, 0.493) 0.0004 

   Other 14 0 (0.0) NR (NE, NE) 2 1 (50.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0082 

   Interaction        0.7853 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (NE, NE) 16 5 (31.3) NR (0.9, NE) 0.054 (0.006, 0.461) 0.0002 

   1 163 1 (0.6) NR (NE, NE) 82 21 (25.6) 10.2 (7.2, NE) 0.015 (0.002, 0.118) <0.0001 

   Interaction        0.4664 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) NR (NE, NE) 61 21 (34.4) 10.2 (2.7, NE) 0.000 (0.000, NE) <0.0001 

   Never 60 2 (3.3) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.215 (0.042, 1.111) 0.0445 

   Interaction        0.9875 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 2 (1.6) NR (NE, NE) 59 13 (22.0) NR (10.2, NE) 0.056 (0.013, 0.252) <0.0001 

   Squamous 88 0 (0.0) NR (NE, NE) 39 13 (33.3) NR (2.0, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9873 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 2 (1.4) NR (NE, NE) 71 19 (26.8) NR (7.2, NE) 0.038 (0.009, 0.164) <0.0001 

   Unknown 70 0 (0.0) NR (NE, NE) 27 7 (25.9) NR (2.7, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9913 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 2 (1.9) NR (NE, NE) 46 12 (26.1) 10.2 (10.2, NE) 0.040 (0.009, 0.189) <0.0001 

   Unknown 105 0 (0.0) NR (NE, NE) 52 14 (26.9) NR (7.2, NE) 0.000 (0.000, NE) <0.0001 

   Interaction        0.9895 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) NR (NE, NE) 84 22 (26.2) NR (7.2, NE) 0.030 (0.007, 0.130) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 4 (28.6) NR (0.3, NE) 0.000 (0.000, NE) 0.0013 

   Interaction        0.9911 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.4, NE) 0.000 (0.000, NE) 0.0035 

   Metastatic 180 2 (1.1) NR (NE, NE) 90 24 (26.7) NR (7.2, NE) 0.028 (0.007, 0.121) <0.0001 

   Interaction        0.9910 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0644 

   No 200 2 (1.0) NR (NE, NE) 90 24 (26.7) NR (7.2, NE) 0.025 (0.006, 0.109) <0.0001 

   Interaction        0.9922 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 3 (20.0) NR (0.9, NE) 0.000 (0.000, NE) 0.0158 

   No 187 2 (1.1) NR (NE, NE) 83 23 (27.7) NR (7.2, NE) 0.026 (0.006, 0.113) <0.0001 

   Interaction        0.9930 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-cl.rtf 

6163



Protocol BGB-A317-303 Page 53 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 6 (4.3) NR (NE, NE) 61 5 (8.2) NR (NE, NE) 0.461 (0.140, 1.517) 0.1924 

   Age >= 65 Years 74 3 (4.1) NR (NE, NE) 37 4 (10.8) NR (NE, NE) 0.267 (0.057, 1.260) 0.0759 

   Interaction        0.6364 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 7 (4.2) NR (NE, NE) 71 6 (8.5) NR (NE, NE) 0.456 (0.153, 1.361) 0.1495 

   Female 47 2 (4.3) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 0.261 (0.043, 1.596) 0.1206 

   Interaction        0.8016 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 5 (3.0) NR (NE, NE) 84 8 (9.5) NR (NE, NE) 0.283 (0.092, 0.868) 0.0188 

   White 38 4 (10.5) NR (NE, NE) 12 1 (8.3) NR (2.7, NE) 0.996 (0.109, 9.138) 0.9974 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.4779 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 5 (3.0) NR (NE, NE) 84 8 (9.5) NR (NE, NE) 0.283 (0.092, 0.868) 0.0188 

   Europe 32 3 (9.4) NR (15.5, NE) 12 1 (8.3) NR (2.7, NE) 0.833 (0.084, 8.272) 0.8760 

   Other 14 1 (7.1) NR (NE, NE) 2 0 (0.0) NR (NE, NE) 11001889.140 (0.000, 

NE) 

0.7055 

   Interaction        0.5378 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 2 (4.0) NR (NE, NE) 16 3 (18.8) NR (4.1, NE) 0.149 (0.024, 0.915) 0.0183 

   1 163 7 (4.3) NR (NE, NE) 82 6 (7.3) NR (NE, NE) 0.501 (0.166, 1.512) 0.2128 

   Interaction        0.3334 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 8 (5.2) NR (NE, NE) 61 4 (6.6) NR (NE, NE) 0.621 (0.183, 2.113) 0.4434 

   Never 60 1 (1.7) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.112 (0.013, 0.965) 0.0161 

   Interaction        0.1435 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 5 (4.0) NR (NE, NE) 59 8 (13.6) NR (NE, NE) 0.247 (0.081, 0.759) 0.0085 

   Squamous 88 4 (4.5) NR (NE, NE) 39 1 (2.6) NR (NE, NE) 1.310 (0.136, 12.598) 0.8146 

   Interaction        0.1603 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 7 (4.9) NR (NE, NE) 71 9 (12.7) NR (NE, NE) 0.308 (0.114, 0.835) 0.0148 

   Unknown 70 2 (2.9) NR (NE, NE) 27 0 (0.0) NR (NE, NE) 15186823.799 (0.000, 

NE) 

0.3781 

   Interaction        0.9899 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 5 (4.6) NR (NE, NE) 46 6 (13.0) NR (NE, NE) 0.211 (0.060, 0.750) 0.0090 

   Unknown 105 4 (3.8) NR (NE, NE) 52 3 (5.8) NR (NE, NE) 0.627 (0.140, 2.805) 0.5377 

   Interaction        0.3918 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 8 (4.5) NR (NE, NE) 84 7 (8.3) NR (NE, NE) 0.445 (0.160, 1.241) 0.1132 

   Third 34 1 (2.9) NR (NE, NE) 14 2 (14.3) NR (2.7, NE) 0.170 (0.015, 1.889) 0.1021 

   Interaction        0.4235 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Metastatic 180 9 (5.0) NR (NE, NE) 90 9 (10.0) NR (NE, NE) 0.404 (0.158, 1.030) 0.0506 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (1.7, NE) 8 0 (0.0) NR (NE, NE) 49480009.777 (0.000, 

NE) 

0.2978 

   No 200 7 (3.5) NR (NE, NE) 90 9 (10.0) NR (NE, NE) 0.277 (0.101, 0.756) 0.0077 

   Interaction        0.9900 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - General disorders and administration site conditions 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 3 (11.5) NR (NE, NE) 15 2 (13.3) NR (NE, NE) 0.813 (0.136, 4.876) 0.8206 

   No 187 6 (3.2) NR (NE, NE) 83 7 (8.4) NR (NE, NE) 0.292 (0.097, 0.884) 0.0211 

   Interaction        0.3878 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 12 (8.6) NR (48.5, NE) 61 9 (14.8) NR (NE, NE) 0.407 (0.166, 0.994) 0.0414 

   Age >= 65 Years 74 7 (9.5) NR (21.7, NE) 37 7 (18.9) NR (10.0, NE) 0.303 (0.101, 0.909) 0.0251 

   Interaction        0.7202 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 15 (9.0) NR (NE, NE) 71 14 (19.7) 10.0 (6.2, NE) 0.285 (0.133, 0.613) 0.0006 

   Female 47 4 (8.5) 48.5 (19.1, NE) 27 2 (7.4) NR (NE, NE) 0.910 (0.164, 5.045) 0.9140 

   Interaction        0.2186 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 16 (9.6) NR (NE, NE) 84 16 (19.0) NR (6.2, NE) 0.328 (0.159, 0.677) 0.0016 

   White 38 3 (7.9) 48.5 (48.5, NE) 12 0 (0.0) NR (NE, NE) 12649190.888 (0.000, 

NE) 

0.4968 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 16 (9.6) NR (NE, NE) 84 16 (19.0) NR (6.2, NE) 0.328 (0.159, 0.677) 0.0016 

   Europe 32 2 (6.3) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 13559796.161 (0.000, 

NE) 

0.4537 

   Other 14 1 (7.1) 48.5 (NE, NE) 2 0 (0.0) NR (NE, NE) 263381775416123 

(0.000, NE) 

0.3173 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 7 (14.0) NR (19.1, NE) 16 2 (12.5) NR (NE, NE) 0.732 (0.150, 3.578) 0.6995 

   1 163 12 (7.4) NR (48.5, NE) 82 14 (17.1) NR (10.0, NE) 0.287 (0.128, 0.646) 0.0014 

   Interaction        0.2415 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 13 (8.5) NR (NE, NE) 61 10 (16.4) 10.0 (6.2, NE) 0.281 (0.114, 0.692) 0.0033 

   Never 60 6 (10.0) 48.5 (48.5, NE) 37 6 (16.2) NR (NE, NE) 0.514 (0.165, 1.605) 0.2434 

   Interaction        0.5736 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 9 (7.2) NR (48.5, NE) 59 9 (15.3) NR (10.0, NE) 0.356 (0.139, 0.909) 0.0242 

   Squamous 88 10 (11.4) NR (21.7, NE) 39 7 (17.9) NR (4.2, NE) 0.368 (0.132, 1.027) 0.0471 

   Interaction        0.9423 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 11 (7.7) NR (48.5, NE) 71 10 (14.1) NR (10.0, NE) 0.369 (0.153, 0.887) 0.0207 

   Unknown 70 8 (11.4) NR (21.7, NE) 27 6 (22.2) NR (4.2, NE) 0.331 (0.110, 0.998) 0.0393 

   Interaction        0.7119 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 7 (6.5) NR (NE, NE) 46 5 (10.9) NR (NE, NE) 0.428 (0.129, 1.414) 0.1514 

   Unknown 105 12 (11.4) NR (21.7, NE) 52 11 (21.2) NR (6.2, NE) 0.427 (0.187, 0.971) 0.0366 

   Interaction        0.7051 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 16 (8.9) NR (48.5, NE) 84 14 (16.7) NR (10.0, NE) 0.384 (0.185, 0.798) 0.0079 

   Third 34 3 (8.8) 21.7 (21.7, NE) 14 2 (14.3) NR (1.2, NE) 0.186 (0.017, 2.056) 0.1239 

   Interaction        0.9825 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (NE, NE) 8 1 (12.5) NR (2.0, NE) 0.187 (0.012, 3.041) 0.1878 

   Metastatic 180 18 (10.0) NR (48.5, NE) 90 15 (16.7) NR (10.0, NE) 0.402 (0.198, 0.815) 0.0091 

   Interaction        0.6270 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (1.8, NE) 0.000 (0.000, NE) 0.1757 

   No 200 19 (9.5) NR (48.5, NE) 90 15 (16.7) NR (10.0, NE) 0.381 (0.190, 0.767) 0.0051 

   Interaction        0.9892 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (2.6, NE) 15 1 (6.7) NR (NE, NE) 1.302 (0.118, 14.387) 0.8291 

   No 187 17 (9.1) NR (48.5, NE) 83 15 (18.1) NR (10.0, NE) 0.335 (0.164, 0.683) 0.0016 

   Interaction        0.3865 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 2 (1.4) -- 61 3 (4.9) -- -- -- 

   Age >= 65 Years 74 0 (0.0) -- 37 3 (8.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 2 (1.2) -- 71 5 (7.0) -- -- -- 

   Female 47 0 (0.0) -- 27 1 (3.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 2 (1.2) -- 84 6 (7.1) -- -- -- 

   White 38 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 8 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 2 (1.2) -- 84 6 (7.1) -- -- -- 

   Europe 32 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 14 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 1 (6.3) -- -- -- 

   1 163 2 (1.2) -- 82 5 (6.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) -- 61 2 (3.3) -- -- -- 

   Never 60 0 (0.0) -- 37 4 (10.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 5 (8.5) -- -- -- 

   Squamous 88 2 (2.3) -- 39 1 (2.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 71 5 (7.0) -- -- -- 

   Unknown 70 2 (2.9) -- 27 1 (3.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 2 (4.3) -- -- -- 

   Unknown 105 2 (1.9) -- 52 4 (7.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) -- 84 5 (6.0) -- -- -- 

   Third 34 0 (0.0) -- 14 1 (7.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) -- 8 1 (12.5) -- -- -- 

   Metastatic 180 2 (1.1) -- 90 5 (5.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 0 (0.0) -- -- -- 

   No 200 2 (1.0) -- 90 6 (6.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Infections and infestations / PT - Upper respiratory tract infection 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) -- 15 1 (6.7) -- -- -- 

   No 187 1 (0.5) -- 83 5 (6.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 11 (7.9) NR (32.2, NE) 61 19 (31.1) NR (5.4, NE) 0.159 (0.073, 0.346) <0.0001 

   Age >= 65 Years 74 4 (5.4) NR (NE, NE) 37 17 (45.9) NR (0.4, NE) 0.089 (0.030, 0.265) <0.0001 

   Interaction        0.2225 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 11 (6.6) NR (NE, NE) 71 28 (39.4) NR (3.2, NE) 0.117 (0.058, 0.237) <0.0001 

   Female 47 4 (8.5) NR (28.9, NE) 27 8 (29.6) NR (1.1, NE) 0.207 (0.062, 0.693) 0.0051 

   Interaction        0.4106 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 13 (7.8) NR (NE, NE) 84 35 (41.7) NR (1.1, NE) 0.122 (0.064, 0.234) <0.0001 

   White 38 2 (5.3) NR (28.9, NE) 12 1 (8.3) NR (NE, NE) 0.574 (0.052, 6.342) 0.6461 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.4924 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 13 (7.8) NR (NE, NE) 84 35 (41.7) NR (1.1, NE) 0.122 (0.064, 0.234) <0.0001 

   Europe 32 2 (6.3) NR (28.9, NE) 12 1 (8.3) NR (NE, NE) 0.708 (0.064, 7.814) 0.7772 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.4038 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 3 (6.0) NR (28.9, NE) 16 9 (56.3) 0.6 (0.3, NE) 0.065 (0.017, 0.244) <0.0001 

   1 163 12 (7.4) NR (NE, NE) 82 27 (32.9) NR (5.4, NE) 0.159 (0.080, 0.317) <0.0001 

   Interaction        0.1860 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 8 (5.2) NR (NE, NE) 61 23 (37.7) NR (3.2, NE) 0.093 (0.041, 0.212) <0.0001 

   Never 60 7 (11.7) NR (28.9, NE) 37 13 (35.1) NR (1.0, NE) 0.234 (0.093, 0.592) 0.0010 

   Interaction        0.1659 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 9 (7.2) NR (32.2, NE) 59 19 (32.2) NR (NE, NE) 0.165 (0.074, 0.368) <0.0001 

   Squamous 88 6 (6.8) NR (NE, NE) 39 17 (43.6) 5.4 (0.7, NE) 0.090 (0.033, 0.248) <0.0001 

   Interaction        0.4602 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 9 (6.3) NR (NE, NE) 71 23 (32.4) NR (NE, NE) 0.141 (0.065, 0.307) <0.0001 

   Unknown 70 6 (8.6) NR (NE, NE) 27 13 (48.1) 5.4 (0.3, NE) 0.103 (0.036, 0.291) <0.0001 

   Interaction        0.7689 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 7 (6.5) NR (32.2, NE) 46 15 (32.6) NR (3.2, NE) 0.082 (0.027, 0.250) <0.0001 

   Unknown 105 8 (7.6) NR (NE, NE) 52 21 (40.4) NR (1.0, NE) 0.143 (0.063, 0.323) <0.0001 

   Interaction        0.8421 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 14 (7.8) NR (NE, NE) 84 31 (36.9) NR (3.2, NE) 0.150 (0.079, 0.283) <0.0001 

   Third 34 1 (2.9) NR (NE, NE) 14 5 (35.7) NR (0.3, NE) 0.065 (0.008, 0.558) 0.0009 

   Interaction        0.3299 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (NE, NE) 8 3 (37.5) NR (0.2, NE) 0.060 (0.006, 0.586) 0.0013 

   Metastatic 180 14 (7.8) NR (NE, NE) 90 33 (36.7) NR (5.4, NE) 0.147 (0.078, 0.278) <0.0001 

   Interaction        0.4025 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.480 (0.067, 3.438) 0.4552 

   No 200 13 (6.5) NR (NE, NE) 90 34 (37.8) NR (3.2, NE) 0.118 (0.062, 0.226) <0.0001 

   Interaction        0.1743 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 7 (26.9) NR (10.0, NE) 15 8 (53.3) 1.1 (0.3, NE) 0.277 (0.095, 0.806) 0.0123 

   No 187 8 (4.3) NR (NE, NE) 83 28 (33.7) NR (5.4, NE) 0.088 (0.040, 0.196) <0.0001 

   Interaction        0.0532 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 1 (0.7) NR (NE, NE) 61 16 (26.2) NR (5.4, NE) 0.021 (0.003, 0.158) <0.0001 

   Age >= 65 Years 74 1 (1.4) NR (NE, NE) 37 12 (32.4) NR (1.7, NE) 0.034 (0.004, 0.265) <0.0001 

   Interaction        0.7856 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 2 (1.2) NR (NE, NE) 71 22 (31.0) NR (5.4, NE) 0.028 (0.006, 0.120) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 6 (22.2) NR (NE, NE) 0.000 (0.000, NE) 0.0005 

   Interaction        0.9898 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-cl.rtf 

6217



Protocol BGB-A317-303 Page 107 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 2 (1.2) NR (NE, NE) 84 28 (33.3) NR (5.4, NE) 0.026 (0.006, 0.110) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 2 (1.2) NR (NE, NE) 84 28 (33.3) NR (5.4, NE) 0.026 (0.006, 0.110) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 9 (56.3) 0.6 (0.3, NE) 0.000 (0.000, NE) <0.0001 

   1 163 2 (1.2) NR (NE, NE) 82 19 (23.2) NR (NE, NE) 0.040 (0.009, 0.174) <0.0001 

   Interaction        0.9871 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 1 (0.7) NR (NE, NE) 61 17 (27.9) NR (5.4, NE) 0.016 (0.002, 0.121) <0.0001 

   Never 60 1 (1.7) NR (NE, NE) 37 11 (29.7) NR (NE, NE) 0.045 (0.006, 0.352) <0.0001 

   Interaction        0.5648 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) NR (NE, NE) 59 15 (25.4) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Squamous 88 2 (2.3) NR (NE, NE) 39 13 (33.3) 5.4 (3.2, NE) 0.023 (0.003, 0.181) <0.0001 

   Interaction        0.9888 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 71 19 (26.8) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 70 2 (2.9) NR (NE, NE) 27 9 (33.3) NR (1.1, NE) 0.031 (0.004, 0.248) <0.0001 

   Interaction        0.9876 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) NR (NE, NE) 46 12 (26.1) NR (3.2, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 105 2 (1.9) NR (NE, NE) 52 16 (30.8) NR (5.4, NE) 0.049 (0.011, 0.215) <0.0001 

   Interaction        0.9888 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) NR (NE, NE) 84 26 (31.0) NR (5.4, NE) 0.027 (0.006, 0.116) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 2 (14.3) NR (NE, NE) 0.000 (0.000, NE) 0.0248 

   Interaction        0.9893 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0036 

   Metastatic 180 2 (1.1) NR (NE, NE) 90 26 (28.9) NR (5.4, NE) 0.029 (0.007, 0.123) <0.0001 

   Interaction        0.9906 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0623 

   No 200 2 (1.0) NR (NE, NE) 90 26 (28.9) NR (NE, NE) 0.026 (0.006, 0.111) <0.0001 

   Interaction        0.9916 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - Neutrophil count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (10.0, NE) 15 7 (46.7) NR (0.3, NE) 0.000 (0.000, NE) <0.0001 

   No 187 1 (0.5) NR (NE, NE) 83 21 (25.3) NR (NE, NE) 0.017 (0.002, 0.127) <0.0001 

   Interaction        0.4107 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 0 (0.0) NR (NE, NE) 61 13 (21.3) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Age >= 65 Years 74 1 (1.4) NR (NE, NE) 37 12 (32.4) NR (2.6, NE) 0.034 (0.004, 0.265) <0.0001 

   Interaction        0.9911 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 1 (0.6) NR (NE, NE) 71 20 (28.2) NR (5.4, NE) 0.017 (0.002, 0.127) <0.0001 

   Female 47 0 (0.0) NR (NE, NE) 27 5 (18.5) NR (NE, NE) 0.000 (0.000, NE) 0.0020 

   Interaction        0.9914 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) NR (NE, NE) 84 24 (28.6) NR (5.4, NE) 0.017 (0.002, 0.123) <0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.0752 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-cl.rtf 

6231



Protocol BGB-A317-303 Page 121 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) NR (NE, NE) 84 24 (28.6) NR (5.4, NE) 0.017 (0.002, 0.123) <0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.1025 

   Other 14 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) NR (NE, NE) 16 6 (37.5) NR (0.3, NE) 0.000 (0.000, NE) <0.0001 

   1 163 1 (0.6) NR (NE, NE) 82 19 (23.2) NR (NE, NE) 0.022 (0.003, 0.163) <0.0001 

   Interaction        0.9899 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-02-03-01-s-aesocpt-sub-gr3-cl.rtf 

6233



Protocol BGB-A317-303 Page 123 of 156 
 

Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) NR (NE, NE) 61 16 (26.2) NR (5.4, NE) 0.000 (0.000, NE) <0.0001 

   Never 60 1 (1.7) NR (NE, NE) 37 9 (24.3) NR (NE, NE) 0.058 (0.007, 0.460) 0.0002 

   Interaction        0.9875 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) NR (NE, NE) 59 15 (25.4) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Squamous 88 1 (1.1) NR (NE, NE) 39 10 (25.6) NR (5.4, NE) 0.033 (0.004, 0.262) <0.0001 

   Interaction        0.9890 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) NR (NE, NE) 71 17 (23.9) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 70 1 (1.4) NR (NE, NE) 27 8 (29.6) NR (2.6, NE) 0.035 (0.004, 0.283) <0.0001 

   Interaction        0.9888 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) NR (NE, NE) 46 11 (23.9) NR (NE, NE) 0.000 (0.000, NE) <0.0001 

   Unknown 105 1 (1.0) NR (NE, NE) 52 14 (26.9) NR (NE, NE) 0.030 (0.004, 0.231) <0.0001 

   Interaction        0.9899 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 1 (0.6) NR (NE, NE) 84 20 (23.8) NR (NE, NE) 0.020 (0.003, 0.146) <0.0001 

   Third 34 0 (0.0) NR (NE, NE) 14 5 (35.7) NR (0.3, NE) 0.000 (0.000, NE) 0.0001 

   Interaction        0.9900 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 3 (37.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0002 

   Metastatic 180 1 (0.6) NR (NE, NE) 90 22 (24.4) NR (NE, NE) 0.019 (0.003, 0.139) <0.0001 

   Interaction        0.9928 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0575 

   No 200 1 (0.5) NR (NE, NE) 90 23 (25.6) NR (NE, NE) 0.016 (0.002, 0.120) <0.0001 

   Interaction        0.9924 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Investigations / PT - White blood cell count decreased 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) NR (NE, NE) 15 7 (46.7) 2.3 (0.3, NE) 0.000 (0.000, NE) 0.0001 

   No 187 1 (0.5) NR (NE, NE) 83 18 (21.7) NR (NE, NE) 0.021 (0.003, 0.155) <0.0001 

   Interaction        0.9921 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 6 (4.3) NR (NE, NE) 61 8 (13.1) NR (NE, NE) 0.225 (0.073, 0.692) 0.0045 

   Age >= 65 Years 74 8 (10.8) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.727 (0.235, 2.247) 0.5787 

   Interaction        0.2266 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 13 (7.8) NR (NE, NE) 71 11 (15.5) NR (NE, NE) 0.406 (0.179, 0.919) 0.0257 

   Female 47 1 (2.1) NR (NE, NE) 27 2 (7.4) NR (NE, NE) 0.240 (0.022, 2.685) 0.2094 

   Interaction        0.6597 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 11 (6.6) NR (NE, NE) 84 13 (15.5) NR (NE, NE) 0.329 (0.145, 0.749) 0.0055 

   White 38 2 (5.3) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 13946300.479 (0.000, 

NE) 

0.4237 

   Other 8 1 (12.5) NR (3.9, NE) 2 0 (0.0) NR (NE, NE) 32376985.043 (0.000, 

NE) 

0.6547 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 11 (6.6) NR (NE, NE) 84 13 (15.5) NR (NE, NE) 0.329 (0.145, 0.749) 0.0055 

   Europe 32 2 (6.3) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 15049388.938 (0.000, 

NE) 

0.3827 

   Other 14 1 (7.1) NR (3.9, NE) 2 0 (0.0) NR (NE, NE) 10344148.665 (0.000, 

NE) 

0.7518 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 4 (8.0) NR (22.3, NE) 16 4 (25.0) NR (1.4, NE) 0.258 (0.064, 1.043) 0.0408 

   1 163 10 (6.1) NR (NE, NE) 82 9 (11.0) NR (NE, NE) 0.487 (0.197, 1.206) 0.1128 

   Interaction        0.4583 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 11 (7.2) NR (NE, NE) 61 8 (13.1) NR (NE, NE) 0.438 (0.173, 1.110) 0.0740 

   Never 60 3 (5.0) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.318 (0.075, 1.342) 0.1018 

   Interaction        0.6195 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 8 (6.4) NR (NE, NE) 59 6 (10.2) NR (NE, NE) 0.514 (0.177, 1.492) 0.2137 

   Squamous 88 6 (6.8) NR (NE, NE) 39 7 (17.9) NR (NE, NE) 0.350 (0.117, 1.045) 0.0492 

   Interaction        0.4231 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 8 (5.6) NR (NE, NE) 71 7 (9.9) NR (NE, NE) 0.445 (0.160, 1.242) 0.1136 

   Unknown 70 6 (8.6) NR (NE, NE) 27 6 (22.2) NR (2.9, NE) 0.354 (0.114, 1.105) 0.0619 

   Interaction        0.5694 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 8 (7.4) NR (35.0, NE) 46 5 (10.9) NR (NE, NE) 0.408 (0.121, 1.374) 0.1352 

   Unknown 105 6 (5.7) NR (NE, NE) 52 8 (15.4) NR (NE, NE) 0.345 (0.120, 0.996) 0.0392 

   Interaction        0.5945 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 13 (7.3) NR (NE, NE) 84 13 (15.5) NR (NE, NE) 0.401 (0.185, 0.871) 0.0171 

   Third 34 1 (2.9) NR (10.7, NE) 14 0 (0.0) NR (NE, NE) 10512739.005 (0.000, 

NE) 

0.7389 

   Interaction        0.9908 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12610029.890 (0.000, 

NE) 

0.6225 

   Metastatic 180 13 (7.2) NR (NE, NE) 90 13 (14.4) NR (NE, NE) 0.404 (0.185, 0.881) 0.0187 

   Interaction        0.9881 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 2 (15.4) 35.0 (NE, NE) 8 1 (12.5) NR (1.0, NE) 0.585 (0.037, 9.381) 0.7018 

   No 200 12 (6.0) NR (NE, NE) 90 12 (13.3) NR (NE, NE) 0.379 (0.169, 0.849) 0.0145 

   Interaction        0.4032 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 3 (11.5) NR (3.9, NE) 15 3 (20.0) NR (2.1, NE) 0.582 (0.117, 2.901) 0.5043 

   No 187 11 (5.9) NR (NE, NE) 83 10 (12.0) NR (NE, NE) 0.402 (0.169, 0.957) 0.0334 

   Interaction        0.8642 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 2 (1.4) -- 61 3 (4.9) -- -- -- 

   Age >= 65 Years 74 1 (1.4) -- 37 3 (8.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 2 (1.2) -- 71 5 (7.0) -- -- -- 

   Female 47 1 (2.1) -- 27 1 (3.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 2 (1.2) -- 84 6 (7.1) -- -- -- 

   White 38 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 8 1 (12.5) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 2 (1.2) -- 84 6 (7.1) -- -- -- 

   Europe 32 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 14 1 (7.1) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 2 (12.5) -- -- -- 

   1 163 3 (1.8) -- 82 4 (4.9) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) -- 61 3 (4.9) -- -- -- 

   Never 60 1 (1.7) -- 37 3 (8.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 1 (0.8) -- 59 5 (8.5) -- -- -- 

   Squamous 88 2 (2.3) -- 39 1 (2.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 1 (0.7) -- 71 6 (8.5) -- -- -- 

   Unknown 70 2 (2.9) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 4 (8.7) -- -- -- 

   Unknown 105 3 (2.9) -- 52 2 (3.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 3 (1.7) -- 84 6 (7.1) -- -- -- 

   Third 34 0 (0.0) -- 14 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) -- 8 0 (0.0) -- -- -- 

   Metastatic 180 3 (1.7) -- 90 6 (6.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 1 (12.5) -- -- -- 

   No 200 3 (1.5) -- 90 5 (5.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.2.3.1.s: 

Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
TEAE >= Grade 3: SOC - Metabolism and nutrition disorders / PT - Hyponatraemia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 2 (7.7) -- 15 2 (13.3) -- -- -- 

   No 187 1 (0.5) -- 83 4 (4.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 3 (2.2) NR (NE, NE) 61 8 (13.1) NR (NE, NE) 0.149 (0.039, 0.562) 0.0012 

   Age >= 65 Years 74 1 (1.4) NR (NE, NE) 37 4 (10.8) NR (NE, NE) 0.111 (0.012, 0.996) 0.0175 

   Interaction        0.8573 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 4 (2.4) NR (NE, NE) 71 9 (12.7) NR (NE, NE) 0.169 (0.052, 0.550) 0.0008 

   Female 47 0 (0.0) NR (NE, NE) 27 3 (11.1) NR (NE, NE) 0.000 (0.000, NE) 0.0205 

   Interaction        0.9924 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 3 (1.8) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.121 (0.034, 0.436) 0.0001 

   White 38 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.0752 

   Other 8 1 (12.5) NR (1.4, NE) 2 0 (0.0) NR (NE, NE) 12737130.131 (0.000, 

NE) 

0.6171 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 3 (1.8) NR (NE, NE) 84 11 (13.1) NR (NE, NE) 0.121 (0.034, 0.436) 0.0001 

   Europe 32 0 (0.0) NR (NE, NE) 12 1 (8.3) NR (NE, NE) 0.000 (0.000, NE) 0.1025 

   Other 14 1 (7.1) NR (NE, NE) 2 0 (0.0) NR (NE, NE) 11001889.140 (0.000, 

NE) 

0.7055 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-04-01-01-s-aesocpt-sub-ser-cl.rtf 

6271



Protocol BGB-A317-303 Page 5 of 52 
 

Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 1 (2.0) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 0.323 (0.020, 5.165) 0.3997 

   1 163 3 (1.8) NR (NE, NE) 82 11 (13.4) NR (NE, NE) 0.122 (0.034, 0.440) 0.0001 

   Interaction        0.5602 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 3 (2.0) NR (NE, NE) 61 7 (11.5) NR (NE, NE) 0.149 (0.038, 0.579) 0.0015 

   Never 60 1 (1.7) NR (NE, NE) 37 5 (13.5) NR (NE, NE) 0.113 (0.013, 0.969) 0.0175 

   Interaction        0.7979 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 3 (2.4) -- 59 6 (10.2) -- -- -- 

   Squamous 88 1 (1.1) -- 39 6 (15.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 3 (2.1) NR (NE, NE) 71 7 (9.9) NR (NE, NE) 0.198 (0.051, 0.766) 0.0096 

   Unknown 70 1 (1.4) NR (NE, NE) 27 5 (18.5) NR (2.6, NE) 0.061 (0.007, 0.525) 0.0007 

   Interaction        0.3909 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) NR (NE, NE) 46 4 (8.7) NR (NE, NE) 0.000 (0.000, NE) 0.0013 

   Unknown 105 4 (3.8) NR (NE, NE) 52 8 (15.4) NR (NE, NE) 0.222 (0.067, 0.739) 0.0076 

   Interaction        0.9902 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) NR (NE, NE) 84 9 (10.7) NR (NE, NE) 0.094 (0.020, 0.436) 0.0002 

   Third 34 2 (5.9) NR (NE, NE) 14 3 (21.4) NR (0.3, NE) 0.242 (0.040, 1.448) 0.0941 

   Interaction        0.4807 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) NR (NE, NE) 8 1 (12.5) NR (0.2, NE) 0.000 (0.000, NE) 0.0423 

   Metastatic 180 4 (2.2) NR (NE, NE) 90 11 (12.2) NR (NE, NE) 0.163 (0.052, 0.513) 0.0004 

   Interaction        0.9935 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 2 (25.0) NR (0.3, NE) 0.000 (0.000, NE) 0.0516 

   No 200 4 (2.0) NR (NE, NE) 90 10 (11.1) NR (NE, NE) 0.163 (0.051, 0.521) 0.0005 

   Interaction        0.9902 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 1 (3.8) NR (NE, NE) 15 2 (13.3) NR (NE, NE) 0.250 (0.023, 2.779) 0.2281 

   No 187 3 (1.6) NR (NE, NE) 83 10 (12.0) NR (NE, NE) 0.119 (0.033, 0.434) 0.0001 

   Interaction        0.5657 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 0 (0.0) -- 61 5 (8.2) -- -- -- 

   Age >= 65 Years 74 0 (0.0) -- 37 2 (5.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 0 (0.0) -- 71 5 (7.0) -- -- -- 

   Female 47 0 (0.0) -- 27 2 (7.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) -- 84 6 (7.1) -- -- -- 

   White 38 0 (0.0) -- 12 1 (8.3) -- -- -- 

   Other 8 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) -- 84 6 (7.1) -- -- -- 

   Europe 32 0 (0.0) -- 12 1 (8.3) -- -- -- 

   Other 14 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 0 (0.0) -- -- -- 

   1 163 0 (0.0) -- 82 7 (8.5) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) -- 61 5 (8.2) -- -- -- 

   Never 60 0 (0.0) -- 37 2 (5.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 3 (5.1) -- -- -- 

   Squamous 88 0 (0.0) -- 39 4 (10.3) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 71 4 (5.6) -- -- -- 

   Unknown 70 0 (0.0) -- 27 3 (11.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 4 (8.7) -- -- -- 

   Unknown 105 0 (0.0) -- 52 3 (5.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) -- 84 5 (6.0) -- -- -- 

   Third 34 0 (0.0) -- 14 2 (14.3) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) -- 8 1 (12.5) -- -- -- 

   Metastatic 180 0 (0.0) -- 90 6 (6.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 1 (12.5) -- -- -- 

   No 200 0 (0.0) -- 90 6 (6.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Febrile neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 1 (6.7) -- -- -- 

   No 187 0 (0.0) -- 83 6 (7.2) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 0 (0.0) -- 61 2 (3.3) -- -- -- 

   Age >= 65 Years 74 0 (0.0) -- 37 3 (8.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 0 (0.0) -- 71 5 (7.0) -- -- -- 

   Female 47 0 (0.0) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) -- 84 5 (6.0) -- -- -- 

   White 38 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 8 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) -- 84 5 (6.0) -- -- -- 

   Europe 32 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 14 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 1 (6.3) -- -- -- 

   1 163 0 (0.0) -- 82 4 (4.9) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) -- 61 3 (4.9) -- -- -- 

   Never 60 0 (0.0) -- 37 2 (5.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 0 (0.0) -- 59 2 (3.4) -- -- -- 

   Squamous 88 0 (0.0) -- 39 3 (7.7) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 71 2 (2.8) -- -- -- 

   Unknown 70 0 (0.0) -- 27 3 (11.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 0 (0.0) -- -- -- 

   Unknown 105 0 (0.0) -- 52 5 (9.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) -- 84 4 (4.8) -- -- -- 

   Third 34 0 (0.0) -- 14 1 (7.1) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 0 (0.0) -- 8 0 (0.0) -- -- -- 

   Metastatic 180 0 (0.0) -- 90 5 (5.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 1 (12.5) -- -- -- 

   No 200 0 (0.0) -- 90 4 (4.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 1 (6.7) -- -- -- 

   No 187 0 (0.0) -- 83 4 (4.8) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 18 (12.9) NR (NE, NE) 61 2 (3.3) NR (NE, NE) 3.429 (0.795, 14.797) 0.0788 

   Age >= 65 Years 74 12 (16.2) 48.2 (48.2, NE) 37 2 (5.4) NR (NE, NE) 2.492 (0.551, 11.258) 0.2198 

   Interaction        0.7610 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesocpt-sub.sas  23AUG2024 02:18  t-14-03-01-02-04-01-01-s-aesocpt-sub-ser-cl.rtf 

6307



Protocol BGB-A317-303 Page 41 of 52 
 

Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Sex         

   Male 166 28 (16.9) NR (48.2, NE) 71 4 (5.6) NR (NE, NE) 2.369 (0.824, 6.812) 0.0992 

   Female 47 2 (4.3) NR (NE, NE) 27 0 (0.0) NR (NE, NE) 17186550.084 (0.000, 

NE) 

0.3262 

   Interaction        0.9908 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 25 (15.0) NR (48.2, NE) 84 4 (4.8) NR (NE, NE) 2.555 (0.882, 7.398) 0.0733 

   White 38 3 (7.9) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 14351997.520 (0.000, 

NE) 

0.3111 

   Other 8 2 (25.0) NR (4.0, NE) 2 0 (0.0) NR (NE, NE) 33580632.652 (0.000, 

NE) 

0.5024 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 25 (15.0) NR (48.2, NE) 84 4 (4.8) NR (NE, NE) 2.555 (0.882, 7.398) 0.0733 

   Europe 32 1 (3.1) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 14936843.581 (0.000, 

NE) 

0.5403 

   Other 14 4 (28.6) NR (4.0, NE) 2 0 (0.0) NR (NE, NE) 11228154.455 (0.000, 

NE) 

0.4358 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ECOG performance-status score         

   0 50 5 (10.0) NR (NE, NE) 16 1 (6.3) NR (NE, NE) 1.387 (0.161, 11.944) 0.7644 

   1 163 25 (15.3) NR (48.2, NE) 82 3 (3.7) NR (NE, NE) 3.355 (1.006, 11.192) 0.0367 

   Interaction        0.4380 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 26 (17.0) NR (48.2, NE) 61 3 (4.9) NR (NE, NE) 2.655 (0.796, 8.861) 0.0988 

   Never 60 4 (6.7) NR (NE, NE) 37 1 (2.7) NR (NE, NE) 2.380 (0.266, 21.301) 0.4238 

   Interaction        0.8510 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Histology         

   Non-squamous 125 16 (12.8) NR (NE, NE) 59 2 (3.4) NR (NE, NE) 3.385 (0.777, 14.749) 0.0844 

   Squamous 88 14 (15.9) NR (48.2, NE) 39 2 (5.1) NR (NE, NE) 2.159 (0.480, 9.715) 0.3043 

   Interaction        0.7367 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 17 (11.9) NR (NE, NE) 71 2 (2.8) NR (NE, NE) 3.680 (0.847, 15.978) 0.0624 

   Unknown 70 13 (18.6) 48.2 (48.2, NE) 27 2 (7.4) NR (2.6, NE) 1.735 (0.381, 7.889) 0.4711 

   Interaction        0.5461 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

ALK rearrangement at baseline         

   Wild type 108 11 (10.2) NR (NE, NE) 46 1 (2.2) NR (NE, NE) 4.033 (0.517, 31.476) 0.1499 

   Unknown 105 19 (18.1) NR (48.2, NE) 52 3 (5.8) NR (NE, NE) 2.749 (0.812, 9.310) 0.0902 

   Interaction        0.8601 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 26 (14.5) NR (48.2, NE) 84 3 (3.6) NR (NE, NE) 3.439 (1.037, 11.404) 0.0317 

   Third 34 4 (11.8) NR (16.4, NE) 14 1 (7.1) NR (NE, NE) 1.199 (0.125, 11.527) 0.8751 

   Interaction        0.4175 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Disease Stage         

   Locally advanced 33 4 (12.1) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12664289.674 (0.000, 

NE) 

0.3216 

   Metastatic 180 26 (14.4) NR (48.2, NE) 90 4 (4.4) NR (NE, NE) 2.653 (0.920, 7.647) 0.0606 

   Interaction        0.9912 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 1 (7.7) NR (NE, NE) 8 1 (12.5) NR (1.1, NE) 0.589 (0.037, 9.439) 0.7053 

   No 200 29 (14.5) NR (48.2, NE) 90 3 (3.3) NR (NE, NE) 3.589 (1.088, 11.837) 0.0250 

   Interaction        0.1987 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.2.4.1.1.s: 

Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious TEAE: SOC - Respiratory, thoracic and mediastinal disorders 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Liver metastases at baseline         

   Yes 26 3 (11.5) 48.2 (4.0, NE) 15 0 (0.0) NR (NE, NE) 54210260.929 (0.000, 

NE) 

0.2674 

   No 187 27 (14.4) NR (NE, NE) 83 4 (4.8) NR (NE, NE) 2.501 (0.871, 7.179) 0.0780 

   Interaction        0.9893 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup has at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients with events are displayed. 

System organ classes or preferred terms will only be included if they have occurred in at least 5% of patients in one study arm or occurred in at least 10 patients and in at least 1% 

of patients in one study arm, and 2-sided p-value for the treatment effect in the main analysis < 0.05. 

Events were sorted by alphabetical order of System Organ Class and Preferred Term. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model.  
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Line of therapy: Second
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T islelizumab: n = 179, events = 61, Median: 23.9, 95% CI: 10.0 - NE

Docetaxel: n = 84, events = 58, Median: 0.9, 95% CI: 0.5 - 1.5

HR (95% CI): 0.276 (0.190, 0.399)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 34, events = 11, Median: NR, 95% CI: 3.9 - NE

Docetaxel: n = 14, events = 11, Median: 0.3, 95% CI: 0.2 - 1.4

HR (95% CI): 0.098 (0.037, 0.262)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 166, events = 5, Median: NR, 95% CI: NE - NE

Docetaxel: n = 71, events = 24, Median: 7.2, 95% CI: 2.6 - NE

HR (95% CI): 0.050 (0.018, 0.140)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 47, events = 4, Median: NR, 95% CI: NE - NE

Docetaxel: n = 27, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.324 (0.091, 1.152)

Log-rank test p-value: 0.0700

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 153, events = 4, Median: NR, 95% CI: NE - NE

Docetaxel: n = 61, events = 23, Median: 7.2, 95% CI: 2.3 - NE

HR (95% CI): 0.037 (0.011, 0.124)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 60, events = 5, Median: NR, 95% CI: 17.6 - NE

Docetaxel: n = 37, events = 7, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.366 (0.116, 1.156)

Log-rank test p-value: 0.0787

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 166, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 71, events = 23, Median: NR, 95% CI: 2.7 - NE

HR (95% CI): 0.024 (0.005, 0.105)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 47, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 27, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.247 (0.062, 0.992)

Log-rank test p-value: 0.0330

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Smoking Status: Current or Former

Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia
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T islelizumab: n = 153, events = 2, Median: NR, 95% CI: NE - NE

Docetaxel: n = 61, events = 23, Median: NR, 95% CI: 2.0 - NE

HR (95% CI): 0.013 (0.002, 0.093)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Smoking Status: Never

Any TEAE: SOC - Blood and lymphatic system disorders / PT - Neutropenia
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T islelizumab: n = 60, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 37, events = 6, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.279 (0.070, 1.117)

Log-rank test p-value: 0.0545

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-socpt-sub.sas  23AUG2024 00:16  f-14-03-01-02-s-km-socpt-sub-teae-cl.rtf 

6329



Protocol BGB-A317-303 Page 11 of 28 

Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

ALK rearrangement at baseline: Wild type

Any TEAE: SOC - Gastrointestinal disorders
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T islelizumab: n = 108, events = 39, Median: 24.5, 95% CI: 7.4 - NE

Docetaxel: n = 46, events = 28, Median: 1.0, 95% CI: 0.4 - NE

HR (95% CI): 0.314 (0.187, 0.526)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

ALK rearrangement at baseline: Unknown

Any TEAE: SOC - Gastrointestinal disorders
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T islelizumab: n = 105, events = 47, Median: 8.0, 95% CI: 4.6 - 15.1

Docetaxel: n = 52, events = 25, Median: 4.5, 95% CI: 1.3 - NE

HR (95% CI): 0.732 (0.449, 1.194)

Log-rank test p-value: 0.2093

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Age: Age < 65 Years

Any TEAE: SOC - General disorders and administration site conditions
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T islelizumab: n = 139, events = 70, Median: 6.1, 95% CI: 3.9 - 8.3

Docetaxel: n = 61, events = 30, Median: 4.1, 95% CI: 1.3 - NE

HR (95% CI): 0.812 (0.527, 1.250)

Log-rank test p-value: 0.3438

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Age: Age >= 65 Years

Any TEAE: SOC - General disorders and administration site conditions
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T islelizumab: n = 74, events = 33, Median: 11.1, 95% CI: 4.2 - NE

Docetaxel: n = 37, events = 23, Median: 1.7, 95% CI: 0.6 - 6.5

HR (95% CI): 0.408 (0.234, 0.712)

Log-rank test p-value: 0.0012

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 139, events = 90, Median: 2.1, 95% CI: 1.4 - 3.1

Docetaxel: n = 61, events = 37, Median: 1.1, 95% CI: 0.7 - 3.9

HR (95% CI): 0.803 (0.547, 1.179)

Log-rank test p-value: 0.2713

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 74, events = 38, Median: 5.5, 95% CI: 1.8 - 22.5

Docetaxel: n = 37, events = 26, Median: 1.0, 95% CI: 0.3 - 1.4

HR (95% CI): 0.422 (0.255, 0.699)

Log-rank test p-value: 0.0006

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 13, events = 6, Median: 4.0, 95% CI: 1.2 - NE

Docetaxel: n = 8, events = 2, Median: 6.2, 95% CI: 0.3 - NE

HR (95% CI): 3.617 (0.435, 30.110)

Log-rank test p-value: 0.1986

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Brain metastases at baseline: No

Any TEAE: SOC - Nervous system disorders
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T islelizumab: n = 200, events = 23, Median: NR, 95% CI: NE - NE

Docetaxel: n = 90, events = 20, Median: 7.7, 95% CI: 6.3 - NE

HR (95% CI): 0.307 (0.164, 0.573)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-socpt-sub.sas  23AUG2024 00:16  f-14-03-01-02-s-km-socpt-sub-teae-cl.rtf 

6337



Protocol BGB-A317-303 Page 19 of 28 

Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Smoking Status: Current or Former

Any TEAE: SOC - Psychiatric disorders / PT - Insomnia
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T islelizumab: n = 153, events = 9, Median: NR, 95% CI: NE - NE

Docetaxel: n = 61, events = 2, Median: NR, 95% CI: NE - NE

HR (95% CI): 1.336 (0.283, 6.313)

Log-rank test p-value: 0.7140

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Smoking Status: Never

Any TEAE: SOC - Psychiatric disorders / PT - Insomnia
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T islelizumab: n = 60, events = 3, Median: NR, 95% CI: 21.6 - NE

Docetaxel: n = 37, events = 9, Median: NR, 95% CI: 11.8 - NE

HR (95% CI): 0.119 (0.030, 0.472)

Log-rank test p-value: 0.0005

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Sex: Male

Any TEAE: SOC - Skin and subcutaneous tissue disorders
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T islelizumab: n = 166, events = 32, Median: NR, 95% CI: 13.5 - NE

Docetaxel: n = 71, events = 43, Median: 1.0, 95% CI: 0.6 - 2.3

HR (95% CI): 0.134 (0.082, 0.219)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

Sex: Female

Any TEAE: SOC - Skin and subcutaneous tissue disorders
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T islelizumab: n = 47, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 27, events = 17, Median: 3.1, 95% CI: 0.5 - 5.3

HR (95% CI): 0.032 (0.007, 0.146)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 125, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 59, events = 37, Median: 1.2, 95% CI: 0.6 - 3.1

HR (95% CI): 0.067 (0.034, 0.131)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 88, events = 21, Median: NR, 95% CI: 9.4 - NE

Docetaxel: n = 39, events = 23, Median: 1.0, 95% CI: 0.5 - NE

HR (95% CI): 0.175 (0.091, 0.334)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 143, events = 17, Median: NR, 95% CI: NE - NE

Docetaxel: n = 71, events = 44, Median: 1.2, 95% CI: 0.6 - 3.1

HR (95% CI): 0.071 (0.038, 0.132)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 70, events = 18, Median: NR, 95% CI: 6.5 - NE

Docetaxel: n = 27, events = 16, Median: 1.0, 95% CI: 0.5 - NE

HR (95% CI): 0.193 (0.094, 0.399)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 179, events = 28, Median: NR, 95% CI: NE - NE

Docetaxel: n = 84, events = 56, Median: 0.7, 95% CI: 0.6 - 1.6

HR (95% CI): 0.089 (0.054, 0.147)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.2.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events by System Organ Class and Preferred Term - Subgroup 

Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 34, events = 7, Median: NR, 95% CI: 5.7 - NE

Docetaxel: n = 14, events = 4, Median: 5.1, 95% CI: 1.0 - NE

HR (95% CI): 0.383 (0.102, 1.435)

Log-rank test p-value: 0.1362

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.3.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events >= Grade 3 by System Organ Class and Preferred Term - 

Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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No Subgroup has significant interactions for this analysis

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: NE = not estimable; TEAE, treatment-emergent adverse event; NR = not reached. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Figure 14.3.1.4.s: 

Kaplan-Meier Plot of Time to Serious Treatment-Emergent Adverse Events by System Organ Class and Preferred Term 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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No Subgroup has significant interactions for this analysis

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Adverse events were classified based on MedDRA v24.0, and graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Table 14.3.1.3.1: 

Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 

Tislelizumab 

(N = 213) 

Docetaxel 

(N = 98) 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided

p-value c

Any imTEAE 213 67 (31.5) 22.4 (16.4, NE) 98 4 (4.1) NR (NE, NE) 7.342 (2.670, 20.189) <0.0001 

imTEAE of Grade 1 and 2 213 57 (26.8) 24.8 (19.3, NE) 98 4 (4.1) NR (NE, NE) 6.162 (2.229, 17.038) <0.0001 

imTEAE >= Grade 3 213 13 (6.1) NR (NE, NE) 98 0 (0.0) NR (NE, NE) 16315195.092 (0.000, 

NE) 

0.0276 

Serious imTEAE 213 14 (6.6) NR (NE, NE) 98 0 (0.0) NR (NE, NE) 16025296.444 (0.000, 

NE) 

0.0239 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Table 14.3.1.3.1: 

Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

IRR 213 3 (1.4) NR (NE, NE) 98 3 (3.1) NR (NE, NE) 0.428 (0.086, 2.137) 0.2870 

 

IRR of Grade 1 and 2 213 3 (1.4) NR (NE, NE) 98 3 (3.1) NR (NE, NE) 0.428 (0.086, 2.137) 0.2870 

 

IRR >= Grade 3 213 0 (0.0) NR (NE, NE) 98 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

 

Serious IRR 213 0 (0.0) NR (NE, NE) 98 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
c P-value for treatment effect was based on a log rank test stratified by histology and line of therapy. 
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Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 67, Median: 22.4, 95% CI: 16.4 - NE

Docetaxel: n = 98, events = 4, Median: NR, 95% CI: NE - NE

HR (95% CI): 7.342 (2.670, 20.189)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 57, Median: 24.8, 95% CI: 19.3 - NE

Docetaxel: n = 98, events = 4, Median: NR, 95% CI: NE - NE

HR (95% CI): 6.162 (2.229, 17.038)

Log-rank test p-value: <0.0001

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 13, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): 16315195.092 (0.000, NE)

Log-rank test p-value: 0.0276

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 14, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): 16025296.444 (0.000, NE)

Log-rank test p-value: 0.0239

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 3, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.428 (0.086, 2.137)

Log-rank test p-value: 0.2870

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 3, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 3, Median: NR, 95% CI: NE - NE

HR (95% CI): 0.428 (0.086, 2.137)

Log-rank test p-value: 0.2870

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/f-km-aesi.sas  22AUG2024 22:48  f-14-03-01-05-km-aesi-cl.rtf 

6357



Protocol BGB-A317-303 Page 7 of 8 

Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): NE (NE, NE)

Log-rank test p-value: NE

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Figure 14.3.1.5: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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T islelizumab: n = 213, events = 0, Median: NR, 95% CI: NE - NE

Docetaxel: n = 98, events = 0, Median: NR, 95% CI: NE - NE

HR (95% CI): NE (NE, NE)

Log-rank test p-value: NE

 
 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and its 2-sided 95% CI was based on Cox regression model including treatment as covariate, and histology and line of therapy as strata. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any imTEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 39 (28.1) 24.3 (16.8, NE) 61 3 (4.9) NR (NE, NE) 5.666 (1.750, 18.341) 0.0011 

   Age >= 65 Years 74 28 (37.8) 16.4 (6.4, NE) 37 1 (2.7) NR (NE, NE) 13.735 (1.848, 102.073) 0.0009 

   Interaction        0.4469 

 

Sex         

   Male 166 51 (30.7) 24.3 (14.5, NE) 71 4 (5.6) NR (NE, NE) 5.017 (1.810, 13.901) 0.0006 

   Female 47 16 (34.0) 19.3 (8.2, NE) 27 0 (0.0) NR (NE, NE) 19591170.885 (0.000, NE) 0.0019 

   Interaction        0.9849 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any imTEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 55 (32.9) 22.4 (14.5, 37.0) 84 4 (4.8) NR (NE, NE) 6.441 (2.332, 17.793) <0.0001 

   White 38 10 (26.3) NR (9.1, NE) 12 0 (0.0) NR (NE, NE) 14184304.956 (0.000, NE) 0.0693 

   Other 8 2 (25.0) NR (1.0, NE) 2 0 (0.0) NR (NE, NE) 36742681.672 (0.000, NE) 0.4452 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any imTEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 55 (32.9) 22.4 (14.5, 37.0) 84 4 (4.8) NR (NE, NE) 6.441 (2.332, 17.793) <0.0001 

   Europe 32 6 (18.8) NR (9.1, NE) 12 0 (0.0) NR (NE, NE) 14990774.143 (0.000, NE) 0.1354 

   Other 14 6 (42.9) 7.1 (1.0, NE) 2 0 (0.0) NR (NE, NE) 12283875.843 (0.000, NE) 0.2650 

   Interaction        0.9998 

 

ECOG performance-status score         

   0 50 19 (38.0) 24.3 (4.9, NE) 16 0 (0.0) NR (NE, NE) 13864526.253 (0.000, NE) 0.0150 

   1 163 48 (29.4) 19.3 (14.5, NE) 82 4 (4.9) NR (NE, NE) 5.696 (2.051, 15.816) 0.0002 

   Interaction        0.9827 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any imTEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 43 (28.1) 24.8 (14.5, NE) 61 4 (6.6) NR (NE, NE) 3.839 (1.375, 10.719) 0.0057 

   Never 60 24 (40.0) 19.3 (6.6, NE) 37 0 (0.0) NR (NE, NE) 21394171.371 (0.000, NE) <0.0001 

   Interaction        0.9824 

 

Histology         

   Non-squamous 125 38 (30.4) 22.4 (14.5, NE) 59 3 (5.1) NR (NE, NE) 6.070 (1.873, 19.672) 0.0006 

   Squamous 88 29 (33.0) 24.8 (10.2, NE) 39 1 (2.6) NR (NE, NE) 11.118 (1.507, 82.052) 0.0029 

   Interaction        0.6218 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any imTEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 43 (30.1) 24.3 (16.8, NE) 71 3 (4.2) NR (NE, NE) 6.955 (2.157, 22.426) 0.0002 

   Unknown 70 24 (34.3) 16.4 (7.1, NE) 27 1 (3.7) NR (NE, NE) 7.824 (1.051, 58.236) 0.0172 

   Interaction        0.8994 

 

ALK rearrangement at baseline         

   Wild type 108 37 (34.3) 22.4 (14.5, NE) 46 3 (6.5) NR (NE, NE) 4.211 (1.287, 13.774) 0.0098 

   Unknown 105 30 (28.6) 24.8 (10.2, NE) 52 1 (1.9) NR (NE, NE) 17.876 (2.429, 131.574) <0.0001 

   Interaction        0.2177 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any imTEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 59 (33.0) 24.3 (16.8, NE) 84 4 (4.8) NR (NE, NE) 6.929 (2.515, 19.084) <0.0001 

   Third 34 8 (23.5) 16.4 (6.2, NE) 14 0 (0.0) NR (NE, NE) 13887360.831 (0.000, NE) 0.1210 

   Interaction        0.9864 

 

Disease Stage         

   Locally advanced 33 10 (30.3) 22.4 (6.2, NE) 8 0 (0.0) NR (NE, NE) 13474297.509 (0.000, NE) 0.0878 

   Metastatic 180 57 (31.7) 24.3 (14.5, NE) 90 4 (4.4) NR (NE, NE) 6.736 (2.442, 18.576) <0.0001 

   Interaction        0.9873 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Any imTEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 4 (30.8) NR (2.0, NE) 8 0 (0.0) NR (NE, NE) 59383702.462 (0.000, NE) 0.0934 

   No 200 63 (31.5) 24.3 (16.4, NE) 90 4 (4.4) NR (NE, NE) 6.707 (2.440, 18.439) <0.0001 

   Interaction        0.9880 

 

Liver metastases at baseline         

   Yes 26 7 (26.9) 9.1 (9.1, NE) 15 2 (13.3) NR (NE, NE) 1.422 (0.276, 7.332) 0.6765 

   No 187 60 (32.1) 22.4 (16.4, NE) 83 2 (2.4) NR (NE, NE) 13.008 (3.178, 53.239) <0.0001 

   Interaction        0.0800 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
imTEAE of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 35 (25.2) 24.8 (16.8, NE) 61 3 (4.9) NR (NE, NE) 4.929 (1.515, 16.039) 0.0033 

   Age >= 65 Years 74 22 (29.7) 19.3 (9.1, NE) 37 1 (2.7) NR (NE, NE) 10.626 (1.410, 80.112) 0.0048 

   Interaction        0.5205 

 

Sex         

   Male 166 41 (24.7) 24.8 (22.4, NE) 71 4 (5.6) NR (NE, NE) 3.854 (1.378, 10.781) 0.0056 

   Female 47 16 (34.0) 19.3 (8.2, NE) 27 0 (0.0) NR (NE, NE) 19591170.885 (0.000, NE) 0.0019 

   Interaction        0.9857 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
imTEAE of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 47 (28.1) 24.8 (16.8, NE) 84 4 (4.8) NR (NE, NE) 5.303 (1.908, 14.741) 0.0003 

   White 38 8 (21.1) NR (9.1, NE) 12 0 (0.0) NR (NE, NE) 13958701.341 (0.000, NE) 0.1115 

   Other 8 2 (25.0) NR (1.0, NE) 2 0 (0.0) NR (NE, NE) 36742681.672 (0.000, NE) 0.4452 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
imTEAE of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 47 (28.1) 24.8 (16.8, NE) 84 4 (4.8) NR (NE, NE) 5.303 (1.908, 14.741) 0.0003 

   Europe 32 5 (15.6) NR (19.3, NE) 12 0 (0.0) NR (NE, NE) 14799028.732 (0.000, NE) 0.1795 

   Other 14 5 (35.7) NR (1.0, NE) 2 0 (0.0) NR (NE, NE) 11392932.378 (0.000, NE) 0.3623 

   Interaction        0.9998 

 

ECOG performance-status score         

   0 50 14 (28.0) 24.3 (22.4, NE) 16 0 (0.0) NR (NE, NE) 13452857.446 (0.000, NE) 0.0459 

   1 163 43 (26.4) 24.8 (16.8, NE) 82 4 (4.9) NR (NE, NE) 5.037 (1.806, 14.052) 0.0006 

   Interaction        0.9842 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
imTEAE of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 34 (22.2) NR (24.8, NE) 61 4 (6.6) NR (NE, NE) 2.926 (1.036, 8.270) 0.0335 

   Never 60 23 (38.3) 19.3 (6.6, NE) 37 0 (0.0) NR (NE, NE) 21306886.970 (0.000, NE) <0.0001 

   Interaction        0.9838 

 

Histology         

   Non-squamous 125 33 (26.4) 24.3 (16.8, NE) 59 3 (5.1) NR (NE, NE) 5.203 (1.595, 16.973) 0.0023 

   Squamous 88 24 (27.3) 37.0 (10.2, NE) 39 1 (2.6) NR (NE, NE) 9.006 (1.212, 66.905) 0.0091 

   Interaction        0.6781 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
imTEAE of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 38 (26.6) 24.3 (16.8, NE) 71 3 (4.2) NR (NE, NE) 6.035 (1.862, 19.559) 0.0006 

   Unknown 70 19 (27.1) 24.8 (10.2, NE) 27 1 (3.7) NR (NE, NE) 5.984 (0.794, 45.072) 0.0479 

   Interaction        0.9883 

 

ALK rearrangement at baseline         

   Wild type 108 33 (30.6) 24.3 (16.8, NE) 46 3 (6.5) NR (NE, NE) 3.594 (1.091, 11.847) 0.0248 

   Unknown 105 24 (22.9) 24.8 (24.8, NE) 52 1 (1.9) NR (NE, NE) 13.569 (1.831, 100.540) 0.0009 

   Interaction        0.2624 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesi-subgrp.sas  23AUG2024 02:13  t-14-03-01-03-01-s-aesi-subgrp-cl.rtf 

6371



Protocol BGB-A317-303 Page 13 of 56 
 

Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
imTEAE of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 52 (29.1) 24.3 (19.3, NE) 84 4 (4.8) NR (NE, NE) 5.896 (2.131, 16.312) 0.0001 

   Third 34 5 (14.7) NR (10.2, NE) 14 0 (0.0) NR (NE, NE) 13628232.415 (0.000, NE) 0.2368 

   Interaction        0.9878 

 

Disease Stage         

   Locally advanced 33 8 (24.2) NR (22.4, NE) 8 0 (0.0) NR (NE, NE) 13102302.424 (0.000, NE) 0.1410 

   Metastatic 180 49 (27.2) 24.8 (16.8, NE) 90 4 (4.4) NR (NE, NE) 5.678 (2.048, 15.747) 0.0002 

   Interaction        0.9882 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
imTEAE of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 4 (30.8) NR (2.0, NE) 8 0 (0.0) NR (NE, NE) 59383702.462 (0.000, NE) 0.0934 

   No 200 53 (26.5) 24.8 (19.3, NE) 90 4 (4.4) NR (NE, NE) 5.442 (1.968, 15.050) 0.0002 

   Interaction        0.9887 

 

Liver metastases at baseline         

   Yes 26 6 (23.1) 9.1 (9.1, NE) 15 2 (13.3) NR (NE, NE) 1.130 (0.207, 6.174) 0.8931 

   No 187 51 (27.3) 37.0 (19.3, NE) 83 2 (2.4) NR (NE, NE) 10.652 (2.592, 43.774) <0.0001 

   Interaction        0.0895 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
imTEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 6 (4.3) -- 61 0 (0.0) -- -- -- 

   Age >= 65 Years 74 7 (9.5) -- 37 0 (0.0) -- -- -- 

   Interaction        -- 

 

Sex         

   Male 166 13 (7.8) NR (NE, NE) 71 0 (0.0) NR (NE, NE) 15406472.506 (0.000, NE) 0.0326 

   Female 47 0 (0.0) NR (NE, NE) 27 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9972 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
imTEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 10 (6.0) NR (NE, NE) 84 0 (0.0) NR (NE, NE) 16747455.487 (0.000, NE) 0.0392 

   White 38 3 (7.9) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 13365539.699 (0.000, NE) 0.3641 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
imTEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 10 (6.0) NR (NE, NE) 84 0 (0.0) NR (NE, NE) 16747455.487 (0.000, NE) 0.0392 

   Europe 32 2 (6.3) NR (15.1, NE) 12 0 (0.0) NR (NE, NE) 14082573.161 (0.000, NE) 0.4312 

   Other 14 1 (7.1) NR (4.2, NE) 2 0 (0.0) NR (NE, NE) 12274436.080 (0.000, NE) 0.6374 

   Interaction        1.0000 

 

ECOG performance-status score         

   0 50 5 (10.0) -- 16 0 (0.0) -- -- -- 

   1 163 8 (4.9) -- 82 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
imTEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 11 (7.2) NR (NE, NE) 61 0 (0.0) NR (NE, NE) 14866203.345 (0.000, NE) 0.0638 

   Never 60 2 (3.3) NR (NE, NE) 37 0 (0.0) NR (NE, NE) 19302750.925 (0.000, NE) 0.2759 

   Interaction        0.9998 

 

Histology         

   Non-squamous 125 7 (5.6) -- 59 0 (0.0) -- -- -- 

   Squamous 88 6 (6.8) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
imTEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 7 (4.9) -- 71 0 (0.0) -- -- -- 

   Unknown 70 6 (8.6) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

ALK rearrangement at baseline         

   Wild type 108 4 (3.7) -- 46 0 (0.0) -- -- -- 

   Unknown 105 9 (8.6) -- 52 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
imTEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 10 (5.6) NR (NE, NE) 84 0 (0.0) NR (NE, NE) 16147557.173 (0.000, NE) 0.0423 

   Third 34 3 (8.8) NR (16.4, NE) 14 0 (0.0) NR (NE, NE) 13568954.016 (0.000, NE) 0.3727 

   Interaction        0.9999 

 

Disease Stage         

   Locally advanced 33 2 (6.1) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12880873.027 (0.000, NE) 0.4723 

   Metastatic 180 11 (6.1) NR (NE, NE) 90 0 (0.0) NR (NE, NE) 16151294.113 (0.000, NE) 0.0355 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
imTEAE >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   No 200 13 (6.5) NR (NE, NE) 90 0 (0.0) NR (NE, NE) 15501148.634 (0.000, NE) 0.0270 

   Interaction        0.9983 

 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (15.1, NE) 15 0 (0.0) NR (NE, NE) 18579860.758 (0.000, NE) 0.4543 

   No 187 11 (5.9) NR (NE, NE) 83 0 (0.0) NR (NE, NE) 15542922.171 (0.000, NE) 0.0389 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesi-subgrp.sas  23AUG2024 02:13  t-14-03-01-03-01-s-aesi-subgrp-cl.rtf 

6380



Protocol BGB-A317-303 Page 22 of 56 
 

Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious imTEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 7 (5.0) -- 61 0 (0.0) -- -- -- 

   Age >= 65 Years 74 7 (9.5) -- 37 0 (0.0) -- -- -- 

   Interaction        -- 

 

Sex         

   Male 166 14 (8.4) NR (NE, NE) 71 0 (0.0) NR (NE, NE) 15187506.380 (0.000, NE) 0.0287 

   Female 47 0 (0.0) NR (NE, NE) 27 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        0.9971 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious imTEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 11 (6.6) NR (NE, NE) 84 0 (0.0) NR (NE, NE) 16376939.950 (0.000, NE) 0.0340 

   White 38 3 (7.9) NR (NE, NE) 12 0 (0.0) NR (NE, NE) 13365539.699 (0.000, NE) 0.3641 

   Other 8 0 (0.0) NR (NE, NE) 2 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   Interaction        1.0000 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious imTEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 11 (6.6) NR (NE, NE) 84 0 (0.0) NR (NE, NE) 16376939.950 (0.000, NE) 0.0340 

   Europe 32 2 (6.3) NR (15.1, NE) 12 0 (0.0) NR (NE, NE) 14082573.161 (0.000, NE) 0.4312 

   Other 14 1 (7.1) NR (4.2, NE) 2 0 (0.0) NR (NE, NE) 12274436.080 (0.000, NE) 0.6374 

   Interaction        1.0000 

 

ECOG performance-status score         

   0 50 5 (10.0) -- 16 0 (0.0) -- -- -- 

   1 163 9 (5.5) -- 82 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious imTEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 12 (7.8) NR (NE, NE) 61 0 (0.0) NR (NE, NE) 14626182.940 (0.000, NE) 0.0565 

   Never 60 2 (3.3) NR (NE, NE) 37 0 (0.0) NR (NE, NE) 19302750.925 (0.000, NE) 0.2759 

   Interaction        0.9998 

 

Histology         

   Non-squamous 125 8 (6.4) -- 59 0 (0.0) -- -- -- 

   Squamous 88 6 (6.8) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious imTEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 8 (5.6) -- 71 0 (0.0) -- -- -- 

   Unknown 70 6 (8.6) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

ALK rearrangement at baseline         

   Wild type 108 4 (3.7) NR (NE, NE) 46 0 (0.0) NR (NE, NE) 15504405.210 (0.000, NE) 0.2041 

   Unknown 105 10 (9.5) NR (44.3, NE) 52 0 (0.0) NR (NE, NE) 16295768.095 (0.000, NE) 0.0360 

   Interaction        0.9998 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious imTEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 11 (6.1) NR (NE, NE) 84 0 (0.0) NR (NE, NE) 15906980.538 (0.000, NE) 0.0357 

   Third 34 3 (8.8) NR (16.4, NE) 14 0 (0.0) NR (NE, NE) 13568954.016 (0.000, NE) 0.3727 

   Interaction        0.9999 

 

Disease Stage         

   Locally advanced 33 1 (3.0) NR (NE, NE) 8 0 (0.0) NR (NE, NE) 12873187.765 (0.000, NE) 0.6115 

   Metastatic 180 13 (7.2) NR (NE, NE) 90 0 (0.0) NR (NE, NE) 16043478.052 (0.000, NE) 0.0222 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious imTEAE 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) NR (NE, NE) 8 0 (0.0) NR (NE, NE) NE (NE, NE) NE 

   No 200 14 (7.0) NR (NE, NE) 90 0 (0.0) NR (NE, NE) 15337191.351 (0.000, NE) 0.0231 

   Interaction        0.9983 

 

Liver metastases at baseline         

   Yes 26 2 (7.7) NR (15.1, NE) 15 0 (0.0) NR (NE, NE) 18579860.758 (0.000, NE) 0.4543 

   No 187 12 (6.4) NR (NE, NE) 83 0 (0.0) NR (NE, NE) 15278245.151 (0.000, NE) 0.0342 

   Interaction        0.9999 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 1 (0.7) -- 61 2 (3.3) -- -- -- 

   Age >= 65 Years 74 2 (2.7) -- 37 1 (2.7) -- -- -- 

   Interaction        -- 

 

Sex         

   Male 166 2 (1.2) -- 71 3 (4.2) -- -- -- 

   Female 47 1 (2.1) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) -- 84 3 (3.6) -- -- -- 

   White 38 1 (2.6) -- 12 0 (0.0) -- -- -- 

   Other 8 1 (12.5) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) -- 84 3 (3.6) -- -- -- 

   Europe 32 1 (3.1) -- 12 0 (0.0) -- -- -- 

   Other 14 1 (7.1) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 1 (6.3) -- -- -- 

   1 163 3 (1.8) -- 82 2 (2.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) -- 61 1 (1.6) -- -- -- 

   Never 60 1 (1.7) -- 37 2 (5.4) -- -- -- 

   Interaction        -- 

 

Histology         

   Non-squamous 125 1 (0.8) -- 59 3 (5.1) -- -- -- 

   Squamous 88 2 (2.3) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 2 (1.4) -- 71 3 (4.2) -- -- -- 

   Unknown 70 1 (1.4) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

ALK rearrangement at baseline         

   Wild type 108 1 (0.9) -- 46 2 (4.3) -- -- -- 

   Unknown 105 2 (1.9) -- 52 1 (1.9) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) -- 84 3 (3.6) -- -- -- 

   Third 34 1 (2.9) -- 14 0 (0.0) -- -- -- 

   Interaction        -- 

 

Disease Stage         

   Locally advanced 33 1 (3.0) -- 8 1 (12.5) -- -- -- 

   Metastatic 180 2 (1.1) -- 90 2 (2.2) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 0 (0.0) -- -- -- 

   No 200 3 (1.5) -- 90 3 (3.3) -- -- -- 

   Interaction        -- 

 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 0 (0.0) -- -- -- 

   No 187 3 (1.6) -- 83 3 (3.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 1 (0.7) -- 61 2 (3.3) -- -- -- 

   Age >= 65 Years 74 2 (2.7) -- 37 1 (2.7) -- -- -- 

   Interaction        -- 

 

Sex         

   Male 166 2 (1.2) -- 71 3 (4.2) -- -- -- 

   Female 47 1 (2.1) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 1 (0.6) -- 84 3 (3.6) -- -- -- 

   White 38 1 (2.6) -- 12 0 (0.0) -- -- -- 

   Other 8 1 (12.5) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 1 (0.6) -- 84 3 (3.6) -- -- -- 

   Europe 32 1 (3.1) -- 12 0 (0.0) -- -- -- 

   Other 14 1 (7.1) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 1 (6.3) -- -- -- 

   1 163 3 (1.8) -- 82 2 (2.4) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 2 (1.3) -- 61 1 (1.6) -- -- -- 

   Never 60 1 (1.7) -- 37 2 (5.4) -- -- -- 

   Interaction        -- 

 

Histology         

   Non-squamous 125 1 (0.8) -- 59 3 (5.1) -- -- -- 

   Squamous 88 2 (2.3) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 2 (1.4) -- 71 3 (4.2) -- -- -- 

   Unknown 70 1 (1.4) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

ALK rearrangement at baseline         

   Wild type 108 1 (0.9) -- 46 2 (4.3) -- -- -- 

   Unknown 105 2 (1.9) -- 52 1 (1.9) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 2 (1.1) -- 84 3 (3.6) -- -- -- 

   Third 34 1 (2.9) -- 14 0 (0.0) -- -- -- 

   Interaction        -- 

 

Disease Stage         

   Locally advanced 33 1 (3.0) -- 8 1 (12.5) -- -- -- 

   Metastatic 180 2 (1.1) -- 90 2 (2.2) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 

unblind/bgb_a317/bgb_a317_303/gba_2024q1/dev/pgm/tlfs/t-aesi-subgrp.sas  23AUG2024 02:13  t-14-03-01-03-01-s-aesi-subgrp-cl.rtf 

6400



Protocol BGB-A317-303 Page 42 of 56 
 

Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR of Grade 1 and 2 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 0 (0.0) -- -- -- 

   No 200 3 (1.5) -- 90 3 (3.3) -- -- -- 

   Interaction        -- 

 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 0 (0.0) -- -- -- 

   No 187 3 (1.6) -- 83 3 (3.6) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 0 (0.0) -- 61 0 (0.0) -- -- -- 

   Age >= 65 Years 74 0 (0.0) -- 37 0 (0.0) -- -- -- 

   Interaction        -- 

 

Sex         

   Male 166 0 (0.0) -- 71 0 (0.0) -- -- -- 

   Female 47 0 (0.0) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) -- 84 0 (0.0) -- -- -- 

   White 38 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 8 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) -- 84 0 (0.0) -- -- -- 

   Europe 32 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 14 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 0 (0.0) -- -- -- 

   1 163 0 (0.0) -- 82 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) -- 61 0 (0.0) -- -- -- 

   Never 60 0 (0.0) -- 37 0 (0.0) -- -- -- 

   Interaction        -- 

 

Histology         

   Non-squamous 125 0 (0.0) -- 59 0 (0.0) -- -- -- 

   Squamous 88 0 (0.0) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 71 0 (0.0) -- -- -- 

   Unknown 70 0 (0.0) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 0 (0.0) -- -- -- 

   Unknown 105 0 (0.0) -- 52 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) -- 84 0 (0.0) -- -- -- 

   Third 34 0 (0.0) -- 14 0 (0.0) -- -- -- 

   Interaction        -- 

 

Disease Stage         

   Locally advanced 33 0 (0.0) -- 8 0 (0.0) -- -- -- 

   Metastatic 180 0 (0.0) -- 90 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
IRR >= Grade 3 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 0 (0.0) -- -- -- 

   No 200 0 (0.0) -- 90 0 (0.0) -- -- -- 

   Interaction        -- 

 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 0 (0.0) -- -- -- 

   No 187 0 (0.0) -- 83 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Age         

   Age < 65 Years 139 0 (0.0) -- 61 0 (0.0) -- -- -- 

   Age >= 65 Years 74 0 (0.0) -- 37 0 (0.0) -- -- -- 

   Interaction        -- 

 

Sex         

   Male 166 0 (0.0) -- 71 0 (0.0) -- -- -- 

   Female 47 0 (0.0) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Race         

   Asian 167 0 (0.0) -- 84 0 (0.0) -- -- -- 

   White 38 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 8 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Region         

   China 167 0 (0.0) -- 84 0 (0.0) -- -- -- 

   Europe 32 0 (0.0) -- 12 0 (0.0) -- -- -- 

   Other 14 0 (0.0) -- 2 0 (0.0) -- -- -- 

   Interaction        -- 

 

ECOG performance-status score         

   0 50 0 (0.0) -- 16 0 (0.0) -- -- -- 

   1 163 0 (0.0) -- 82 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Smoking Status         

   Current or Former 153 0 (0.0) -- 61 0 (0.0) -- -- -- 

   Never 60 0 (0.0) -- 37 0 (0.0) -- -- -- 

   Interaction        -- 

 

Histology         

   Non-squamous 125 0 (0.0) -- 59 0 (0.0) -- -- -- 

   Squamous 88 0 (0.0) -- 39 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

EGFR mutation at baseline         

   Wild type 143 0 (0.0) -- 71 0 (0.0) -- -- -- 

   Unknown 70 0 (0.0) -- 27 0 (0.0) -- -- -- 

   Interaction        -- 

 

ALK rearrangement at baseline         

   Wild type 108 0 (0.0) -- 46 0 (0.0) -- -- -- 

   Unknown 105 0 (0.0) -- 52 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Line of therapy         

   Second 179 0 (0.0) -- 84 0 (0.0) -- -- -- 

   Third 34 0 (0.0) -- 14 0 (0.0) -- -- -- 

   Interaction        -- 

 

Disease Stage         

   Locally advanced 33 0 (0.0) -- 8 0 (0.0) -- -- -- 

   Metastatic 180 0 (0.0) -- 90 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Table 14.3.1.3.1.s: 

Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
Serious IRR 

 

 

Tislelizumab 

 (N = 213)  

Docetaxel 

 (N = 98)   

Subgroup 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Total 

No. 

of 

Patients 

Patients 

with 

events 

n (%) 

Median time 

to event 

(95% CI) a 

Hazard Ratio 

(95% CI) b 

2-sided 

p-value c 

Brain metastases at baseline         

   Yes 13 0 (0.0) -- 8 0 (0.0) -- -- -- 

   No 200 0 (0.0) -- 90 0 (0.0) -- -- -- 

   Interaction        -- 

 

Liver metastases at baseline         

   Yes 26 0 (0.0) -- 15 0 (0.0) -- -- -- 

   No 187 0 (0.0) -- 83 0 (0.0) -- -- -- 

   Interaction        -- 

 

Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Abbreviations: imTEAE, immune-mediated adverse event; IRR, infusion-related reaction; NE = not estimable; NR = not reached. 

Adverse events were graded for severity using CTCAE v4.03. 

Patients with events of Grade 1 and 2 imTEAE (IRR) included all patients with any Grade 1 or Grade 2 imTEAE (IRR). 

Subgroup was included in this table only if each of its subgroups has at least 10 patients. If one or more subgroup had at least 10 events, subgroup analyses would be performed 

and displayed. Otherwise, number of patients and number of patients with events are displayed. 
a Median time to event was estimated by Kaplan-Meier method with 95% CI estimated using the method of Brookmeyer and Crowley. 
b The hazard ratio and its 2-sided 95% CI were estimated from an unstratified Cox regression model. 
c P-value for treatment effect in each subgroup was based on an unstratified log rank test. P-value for the interaction was based on an unstratified Cox regression model with 

treatment, subgroup and treatment by subgroup interaction term as covariates to test for differences in treatment effect across subgroups. 
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Figure 14.3.1.5.s: 

Kaplan-Meier Plot of Time to Treatment-Emergent Adverse Events of Special Interest - Subgroup Analysis 

Safety Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
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Data Source: ADSL ADTTEAE1. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Adverse events were graded for severity using CTCAE v4.03. 

The hazard ratio and 95% CI were estimated from an unstratified Cox regression model. 
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Table 14.2.3.6.1: 

Analysis of Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

Docetaxel 

(N = 103) 

Time to First Post-Treatment Anti-cancer Therapy (months)   

n 131 70 

Mean (SD) 1.04 (2.424) 1.16 (2.189) 

Median 0.26 0.41 

Min, Max -1.6, 15.6 -0.1, 11.5 

 

Time to First Post-Treatment Immunotherapy (months)   

n 14 20 

Mean (SD) 1.96 (3.319) 4.46 (7.231) 

Median 0.54 0.95 

Min, Max 0.1, 12.1 0.0, 23.6 

 

Post-Treatment Systemic Therapy Duration (months)   

n 121 62 

Mean (SD) 10.75 (9.387) 12.49 (11.972) 

Median 8.90 7.84 

Min, Max 0.0, 40.9 0.0, 48.7 

 

Data Source: ADSL ADEFPRE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Time to first post-treatment anti-cancer therapy is defined for patients with the use of post-treatment anti-cancer therapy as the time from end of study treatment to first dose of 

post-treatment anti-cancer therapy. There were 2 patients started new anti-cancer therapy before the treatment discontinuation. 
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Table 14.2.3.6.1: 

Analysis of Post-Treatment Subsequent Anti-Cancer Therapies 

ITT Analysis Set - Subpopulation of Patients with PD-L1 Expression <1% 
 

 

Tislelizumab 

(N = 214) 

Docetaxel 

(N = 103) 

Post-Treatment Immunotherapy Duration (months)   

n 14 20 

Mean (SD) 10.92 (11.454) 12.49 (13.772) 

Median 5.42 5.83 

Min, Max 1.3, 37.7 1.1, 48.7 

 

Data Source: ADSL ADEFPRE. Data cutoff: 18JAN2024. Data extraction: 28FEB2024. 

Time to first post-treatment anti-cancer therapy is defined for patients with the use of post-treatment anti-cancer therapy as the time from end of study treatment to first dose of 

post-treatment anti-cancer therapy. There were 2 patients started new anti-cancer therapy before the treatment discontinuation. 
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